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Nursing
Research

Council
CONDUCT

We believe that nurses at all levels possess the potential to make meaningful contributions to nursing research and that in particular, nurses at the bedside are in the best position to identify relevant practice questions. The purpose of the Nursing Research Council is to facilitate contributions by nurses in the research arena and to facilitate the distribution of new nursing knowledge throughout the organization. In addition, the council endeavors to encourage research efforts by reviewing and mentoring individuals with research ideas and inspirations. By supporting nurses in their research efforts and encouraging the sharing of new nursing knowledge, the Nursing Research Council’s ultimate goal is to promote evidence based-nursing practice at Spartanburg Regional Healthcare System.

10 EASY STEPS TO GET INVOLVED IN NURSING RESEARCH

1. Start Simple: Identify (ID) other nurses interested in research. Think of questions you have from your practice

2. Start reading research articles of interest to you

3. Attend Journal Club meetings, volunteer to present articles you have read

4. ID others conducting research in your hospital, join them

5. Contact a colleague at another hospital and join their research team

6. ID what research topics your nursing specialty is addressing (check their web site)

7. ID a research study that can be easily replicated on your unit

8. ID a nursing research mentor (nurse researcher, college professor)

9. ID internal resources to help you (librarians, ethicists, researchers)

10. ID external resources to help you (colleges of nursing, national nursing specialty organizations, Sigma Theta Tau, etc)

DIFFERENCES BETWEEN NURSING RESEARCH, QUALITY/ PERFORMANCE IMPROVEMENT, AND EVIDENCE BASED PRACTICE
	
	Research
	Quality Improvement
	Evidence Based Practice

	Definition
	A diligent, systematic inquiry to validate and refine existing knowledge and generate new knowledge
	The use of data to monitor the outcomes of care processes and use improvement methods to design and test changes to improve quality and safety of health care systems
	A problem-solving approach: Using evidence, clinician’s expertise and patient values and preferences to make decisions about patient care

	Purpose
	Generate new knowledge and add to the existing evidence
	Improve local patient care processes [care delivery] to improve their outcomes
	Utilize the best evidence to make “real-time” practice decisions


Nursing Research Process Road Map 
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Sample Research Proposal

The Effects of Watson’s Theory of Caring on the Nurse Perception and Utilization of Caring Attributes and its Impact on Nurse Communication

PRINCIPLE INVESTIGATOR: _____________________________________

CO-INVESTIGATOR: ___________________________________

TO BE CONDUCTED AT: Spartanburg Medical Center
HYPOTHESIS: An education program for nurses, based on Jean Watson’s Theory of Human Caring, will increase the staff nurse perception of caring and utilization of caring attributes in daily nursing practice, as well as increase the Nurse Communication domain on HCAHPS. 

PURPOSE OF THE RESEARCH & LITERATURE REVIEW

Since the time of Florence Nightingale, nursing has been a profession demanding service, caring, and compassion. Key components of Nightingale’s original descriptions of trained nurses included deliberate caring behaviors and holistic actions aimed at creating and maintaining an environment meant to support the natural process of healing (Sitzman, 2007). Most individuals choose nursing as a profession because of their desire to care for others. Caring is a vital part of nursing as it is specifically identified in the Code of Ethics for Nurses, which states all professional nurses have a responsibility to care for patients under their care (ANA, 2001). However, because of changes in the healthcare delivery system worldwide, the responsibilities and workload of nurses have intensified and become more complex. Because of these demanding changes, the positives associated with caring have been traded for efficiency and bottom lines, ultimately leading to an overall decrease in nurse retention and patient satisfaction.  

Patient satisfaction can be associated with quality nursing care and service. Quality care is a critical piece that significantly impacts patient overall satisfaction. Third-party payers are now measuring patient outcomes and satisfaction based on the patient perception of nursing care. These perceptions are measured via surveys such as the Hospital Consumer Assessment of Healthcare Providers (HCAHPS) and serve as a direct link to hospital reimbursement. Healthcare organizations are interested in maintaining high levels of patient satisfaction so to remain competitive in the healthcare industry (Wagner & Bear, 2008). In order to receive federal reimbursement from the government, the HCAHPS score must be in the 76th or greater percentile in five of the nine domains (Centers for Medicare & Medicaid Services, 2016). Quality nursing care can directly impact the nurse communication domain on the HCAHPS survey. Because of this, healthcare organizations have turned their attention to the process of caring, revitalizing the true meaning of the nursing profession, which is a call to care. Factors associated with patient satisfaction include responsiveness, courtesy, respect, listening, empathy, and feeling cared for. Ultimately, these factors are directly linked to patient satisfaction, specifically the nurse communication domain on the HCAHPS survey (Dudkiewicz, 2014). The factors are also aligned with Jean Watson’s Theory of Human Caring and her ten carative processes which positively influence the patient perception of nursing care. Patients’ perceptions of nursing care are impacted by the caring behaviors possessed by the nursing staff during their healthcare experience (Dudkiewicz, 2014).     

In an acute care, 540-bed healthcare organization located in southeast United States, a re-focus is needed to enhance quality patient centered care and improve patient satisfaction scores as a whole. Within this healthcare organization, on five adult medical surgical units, currently an overall score of 52 percent exists on the nurse communication domain within the HCAHPS survey. This score is well below the national top box of the 76th percentile set for the domain of nurse communication. In the domain of nurse communication on the HCAHPS survey, the following questions are asked: How often did nurses treat you with courtesy and respect? How often did nurses listen carefully to you? How often did nurses explain things in a way you could understand? The patient must answer “always” in order for the healthcare organization to receive a top-box ranking (Centers for Medicare & Medicaid Services, 2016). These questions are answered based on the patient’s perception of care they received during hospitalization. 

The implementation of an education program for nurses based on Jean Watson’s Theory of Human Caring could serve as an integral part of the patient care experience and eventually have a positive effect on staff-nurse perception of care. Utilization of caring attributes into daily nursing practice by nursing staff could ultimately increase HCAHPS scores, specifically the domain of nurse communication.

PROJECT DESIGN

This project is a quantitative research design which includes participant completion of Nyberg’s Caring Assessment, also referred to as the Caring Attributes Scale (CAS). This assessment is based upon Watson’s Theory of Caring, and is focused on patient centered care. Permission from Dr. Watson to use the CAS is provided on an attached document. 


PROCEDURE

Sample

This project consists of a voluntary, anonymous sample of approximately 100 registered nurses out of 149 within five medical-surgical units in the healthcare organization. The Caring Attributes Scale will be given electronically as a pre-test before each education presentation conducted on Jean Watson’s Theory of Caring. After the education presentation, the registered nurses within the units will be encouraged to incorporate strategies learned from the presentation to promote patient centered care in their daily nursing routine. The nurse managers and leadership on the five units will encourage all nurses to participate. An email explanation will be sent to all nursing staff describing the purpose of the project, along with the consent to participate. After reading the email, potential participants should have a basic understanding of the purpose of the project and what their participation will entail. After four weeks of implementation, the CAS will be administered electronically as a posttest to determine if any effect was made on patient centered care in bedside nursing, focusing on Watson’s Theory of Caring. The project investigator will also meet with Guest Services following the four-week implementation period to see if there was any increase in the nurse communication domain on the selected unit’s HCAHPS results.

Instruments

The instrument for this project is the Nyberg Caring Assessment Scale. Jan Nyberg developed Nyberg’s Caring Assessment (also referred to as Caring Attributes) Scale (CAS). This scale is based upon Watson’s Theory of Caring and other caring theorists. This scale is focused on the caring attributes that capture the aspect of patient-centered care. The CAS is a 20-item questionnaire, with a five-point Likert scale. The CAS was first published in the Journal of Nursing Administration in 1990. Data concerning the reliability and validity of Nyberg’s CAS include Cronbach’s alpha reported at .87-.98. No discussion of construct or content validity is known, except the use of theory factors previously tested on Watson’s theory (Watson, 2001). The CAS can be found in Appendix I. 

Methods

The registered nurses within the units participating in the project will be encouraged to answer all questions. Participants will be asked to not include any names or any other identifying information on the survey instrument. Participants will be informed that there will be no incentives for completion of the survey. Data will be gathered initially by the electronic pre-test CAS, given before the education presentation on Jean Watson’s Theory of Caring. Completion of the pre-test should take approximately 15 minutes. The posttest will be distributed to the same registered nurses four weeks following the education presentation and implementation of Watson’s Theory of Caring and patient-centered care. The first question on the posttest will be, “Did you participate in the pre-survey and education session?” If the participant answers no, their survey will not allow them to continue any further, thus preventing those respondents from skewing any potential data. Anonymous demographics will be obtained, along with the CAS, and will include an age range, highest nursing degree earned, and years of nursing experience.

Timeline

Upon approval by the Spartanburg Medical Center IRB and Gardner-Webb University IRB, data collection will begin. Data will be collected from November 2016-December 2016. Analysis of the data will begin as soon as data collection is complete. The project will be presented at Gardner-Webb University, and later in the calendar year at Spartanburg Medical Center

DATA ANALYSIS

The project investigator will collect data from the project. An appointed statistician, along with the project investigator, will conduct analysis and management of the data. The statistician will evaluate and prepare the data based on the results of the anonymous Caring Attributes Scale (CAS) using a statistical program. A significance level will be set at p< .05. Data will be used to identify any correlation between demographic factors and results of the CAS in each of the registered nurse participants. Data will also be used to compare the overall results of the pre-test and posttest CAS, as well as the pre and post HCAHPS results on each unit.  

HUMAN SUBJECTS RESEARCH

Prior to data collection, approval from the Spartanburg Medical Center and Gardner-Webb University Institutional Review Boards (IRBs) will be obtained. The primary investigator has completed the required Collaborative IRB Training Initiative (CITI) course. There are no racial or ethnic limitations for the sample participants. 

Risk to Subjects

There are minimal risks to the subjects participating in the project. No incentives are provided, and there are no penalties for not participating. Subjects will be informed that all information will remain anonymous, and will not reveal any identifying information. Caring Assessment Scales will be administered anonymously through an “All Nursing Staff” email using SurveyMonkey within the selected units and submitted electronically into a secure file which only the project investigator has access.

DATA MANAGEMENT

Data collection will be completed by the project investigator. Data will remain secure and confidential during the four-week process of implementation. Once the posttest is administered and gathered, data analysis will begin with the help of the statistician. The right to privacy and all information obtained in connection with this project will remain confidential to the extent permitted by law. The project investigator, statistician, members of the Nursing Research sub-committee, and members of the Institutional Review Board (IRB) may also review information collected during the project. 

DATA SAFETY AND MONITORING PLAN

The project investigator is responsible for maintaining a safe research environment. The education presentation will be conducted in a location conducive for learning. All data results will be kept in a secure file through SurveyMonkey, which only the project investigator has access to. Although the procedures used in the project pose minimal risk to the participants, the primary investigator will be prepared to address any adverse events that may occur.

POTENTIAL BENEFIT OF THE REASEARCH

The potential benefit of the project proposed could weigh greatly on the future of nursing within the healthcare organization. With previous success in a similar project in 2013 on one medical-surgical unit, this project could potentially benefit five units. If there is a positive influence on the Nurse Communication domain on HCAHPS and scores increase, this could assist the organization in receiving federal reimbursement from the government. In the future, educating all nurses on Jean Watson’s Theory of Caring and implementing her carative factors into daily bedside nursing could potentially create positive results leading to the development of new programs throughout the entire healthcare organization. Ultimately, the change within these five units could generate a renewed sense of patient-centered care within the entire organization.
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NYBERG CARING ASSESSMENT SCALE*

Are these caring attributes things you actually use in your day-to-day practice?

Always use in practice 5
Often use in practice 4
Sometimes use in practice 3 l

Occasionally use in practlce 2
Cannot use in practice 1

Do vou:
1. Have deep respect for the needs of others. ‘
2. Not give up hope for others. ‘
3. Remain sensitive to the needs of others. |
4. Communicate a helping, trusting attitude ‘

toward others, N

o

Express positive and negative feelings.
Solve problems creatively. |

7. Understand that spiritual forces contribute
to human care.

8. Consider relationships before rules.

9. Base decisions on what is best for the peo- j
ple involved.

10.  Understand thoroughly what situations
mean to people.

11, Go beyond the superficial to know people
well.

12, Implement skills and techniques well.
13, Choose tactics that will accomplish goals.

14. Give full consideration to situational
factors.

15. Focus on helping others to grow.

16. Take time for personal needs and growth.

17.  Allow time for caring opportunities.

18. Remain committed to a continuing
relationship.

19, Listen carefully and be open to feedback.

20. Believe that others have a potential that
can be achieved.

*Reprinted with permission of author.
*©Copyright Nyberg.




Demographic Data

Age (Please check)

Age 21-30__________           Age 31-50__________          Age Greater than 50__________

Years of Nursing Experience (Please check)

Less than 2 years__________          2-5 years __________          6-10 years __________          Greater than 10 years __________

Highest Nursing Degree Earned

Diploma graduate in Nursing_________          Associates in Nursing______________          Bachelors in Nursing______________

Masters in Nursing________________          Doctorate in Nursing_______________

Guidelines to 

Facilitate Nursing Research

How to get started

You may be able to develop your question, problem, idea into a research study. Ask more questions. Get specific. What do you want to know? You may have a question/problem/idea that needs an answer/a solution/further exploration.
Refine the Research Question/Problem Statement

What is already known about your question/problem/idea? Do a preliminary review of relevant scientific literature! Did the literature review provide you with answers/ solutions/information? Do you still want to continue with your research to generate/validate your findings? If “Yes” continue with questions.  

What is the question’s/problem’s potential significance to nursing? Is it feasible to study the research problem? 

If “yes,” will it be a quantitative or qualitative study? Use the help of your Nursing Research Committee to make decisions. The committee will mentor you or recommend appropriate mentors. Proceed for quantitative methodology. 

Define the Research Question/Problem Statement

You may use an interrogative or declarative form to de​fine your problem statement. 

Examples: 
Is there a relationship between hope and psychosocial adaptation among end stage renal disease patients on hemodialysis? 

Nausea and vomiting are common side effects among chemotherapy patients, and interventions to date have been moderately successful in reducing these side effects. New interventions that can reduce or prevent these side effects need to be identified. (Polit, Beck, Hungler, 2001) 

Check your problem statement to make sure it clearly identifies the variables and expresses their relationships to each other and implies empirical testing. 

Review the Related Literature

Review and critique conceptual and data-based literature available: (Consult current research texts for lists of resources.) 
An overview of the literature related to your problem can enable you to: 

· Develop the theoretical framework 

· Understand the status of research in the problem area 

· Provide clues to methodology and instrumentation 

· Estimate the potential for success of the proposed study 

Formulate Your Hypothesis
An hypothesis can be generated from the problem statement, literature review and theoretical framework. It predicts an outcome by describing the relationship between variables. 

For example: 


Problem statement: Is there a relationship between social support and post-partum depression? 


Hypothesis: Perception of maternal social support is negatively related to post-partum depression. 
-or- There is a negative relationship between perception of ma​ternal social support and post- 
partum depression. 
Select the Research Design

Research design shows how all the major parts (samples, measures, treatments/programs) of the research project work together to answer the research question. 

What design will you use? Who are you studying? How will you select them? What measures will you use? What data needs to be collected? How will you collect it? How will you analyze it? What statistical methods will you use? 

Considerations: 

Sample (who?): inclusion/exclusion criteria 

 
Sample size 


Selection of sample (random/purposive) 

 
Select valid and reliable tools/instruments 


Validity refers to whether the tool/instrument accurately measures what it is supposed to measure 

 
Reliability of a research instrument is defined as the extent to which the instrument yields the same results on repeated measures 
A Word About Data Security

The research team is responsible for maintaining a safe research environment. Prior to initiating the study, all team members will be informed of this safety plan. Each month while the study is in progress, the PI and Co-PI will review the data and safety and monitoring plan and identify actual or potential threats to the safety of the patients and the integrity of the data. Even if the study poses minimal risk to participants, the team will be prepared to address all levels of adverse events if they occur. Any adverse event will be immediately reported to the NRC and SRHS IRB, who will make a decision about the safety and continuation of the study, and whether meetings must be called by the respective groups to evaluate the situation.
Analyze Your Data

· What did you find?

· Findings include results, interpretations, recommendations, generalizations, implication for future research, and conclusions. 

· Was your hypothesis supported? 

· What is the implication of your findings?

· Please take your findings to appropriate committees such as Service, Standards Policy and Procedure Committee, Nursing Research Committee and/or your specialty’s organization. 

· Unless you publish your findings, it’s as if you did not do it at all.
· Research dissemination:  How can you disseminate your information?

· Publish in a journal

· Submit abstracts, present posters

· Present at our annual Nursing Research Showcase

· Present at a Nursing Grand Rounds

Qualitative Research


The goal of nursing research is the creation or discovery of knowledge that will enhance nursing practice.  When a research project is considered, it will be either a quantitative or qualitative study. While it may be simply stated here, the difference between these two types of research is far from simple. In fact, they're like two different worlds. 


In quantitative research, the investigator seeks to explain what causes something to happen, and makes predictions based on known theories. The investigator researches a problem by a process of deduction, which in part is based on his or her perspective of the phenomenon being studied. Variables are controlled and pieces of the phenomenon are explored. The data in this type of research are usually numbers that are collected and then analyzed. 


Qualitative research examines experiences or events where little, if any, information is available or known. The phenomenon is studied from the perspective of the individuals experiencing the phenomena and not the researchers' (Morse & Field, 1995, p.278). The qualitative researcher knows little about the phenomenon being studied, ac​knowledges the existence of multiple realities and believes that people create meaning. There is no attempt to control variables, and all aspects of a phenomenon are explored.  


Fewer "participants" (sometimes called "subjects") are needed in qualitative studies. They are chosen based on their having some knowledge of the phenomenon being studied. For example, if a researcher were going to study the experiences of new mothers after caesarean sections, he or she would recruit women who recently had children by caesarean section. This would assure the researcher that the participants of the study experienced the phenomenon being studied. 


The success of a qualitative study relies heavily on the researcher's ability to get trustworthy data. Therefore considerable training and skill are required prior to under​taking a qualitative approach. The researcher's primary responsibility is looking and listening; two behaviors that are also important to nursing. It is here the researcher becomes the student and the participants are the teachers. The data, which are generally taped interviews or observations of behaviors, are gathered and transcribed verbatim. Trust​worthy findings are presented after texts are analyzed with skill, flexibility and creativity.
In the past, qualitative research was considered a "soft science" and not given the same significance as quantita​tive methods. However, over the past 10 years, qualitative studies have proven invaluable to health care delivery, patient care and nursing. 

Courage, M.M., Schilling, L.S., (1984) Ethnographic Nursing Research in a Black Community: Body Function and Sex Education Classes. In Leininger, M.A. (Ed.), Qualitative Research Methods in Nursing. New York: Grund & Stratton. 
Leininger, M. (1984). Qualitative Research Methods in Nursing

Morse, J.M., Field, P.A. (1995). Qualitative Research Methods for Health Professionals. (2nd Edition).  Thousand Oaks: Sage.

 Walker, B. L. (1999). Qualitative Methods, In Mateo, M.A., & Kirchkoff, K. (Eds.) Using and Conducting Nursing Research in the Clinical Setting (2nd ed., pp. 278-288). Philadelphia: W.B. Saunders. 
QUALITATIVE VERSUS QUANTITATIVE RESEARCH

Key Points in a Classic Debate

	Qualitative
	Quantitative

	"All research ultimately has 
a qualitative grounding"
- Donald Campbell
	"There's no such thing as qualitative data. 
Everything is either 1 or 0"
- Fred Kerlinger

	The aim is a complete, detailed description.
	The aim is to classify features, count them, and construct statistical models in an attempt to explain what is observed.

	Researcher may only know roughly in advance what he/she is looking for. 
	Researcher knows clearly in advance what he/she is looking for. 

	Recommended during earlier phases of research projects.
	Recommended during latter phases of research projects.

	The design emerges as the study unfolds. 
	All aspects of the study are carefully designed before data is collected. 

	Researcher is the data gathering instrument.
	Researcher uses tools, such as questionnaires or equipment to collect numerical data.

	Subjective - individuals’ interpretation of events is important , e.g., uses participant observation, in-depth interviews etc.
	Objective – seeks precise measurement & analysis of target concepts, e.g., uses surveys, questionnaires etc.

	Qualitative data is more 'rich', time consuming, and less able to be generalized.  
	Quantitative data is more efficient, able to test hypotheses, but may miss contextual detail.

	Researcher tends to become subjectively immersed in the subject matter.
	Researcher tends to remain objectively separated from the subject matter. 


(The two quotes are from Miles & Huberman (1994, p. 40). Qualitative Data Analysis) 

· “Qualitative research involves analysis of data such as words (e.g., from interviews), pictures (e.g., video), or objects (e.g., an artifact)”. 

· “Quantitative research involves analysis of numerical data.”
CITI Training Program

The Collaborative Institutional Training Initiative, or CITI, program was developed by experts in the IRB community and consists of three basic courses in the Protection of Human Research Subjects for Biomedical Research, Social/Behavioral Research, and Data & Specimen Only Research. CITI also offers case based refresher courses for continuing education. Members of the SRHS research community are required to take one of these courses before proceeding with research. The Basic Biomedical course contains 16 modules. Each module includes reading material that can be read on screen or printed and a brief on-line quiz. The format is “open book”- you may refer back to the text at any time while taking the quiz.

To take the required CITI course or the refresher course go to http://www.citiprogram.org . Completion of the Basic Biomedical course takes approximately 4 to 6 hours; however the program need not be completed at one time but must be completed within 30 days. By selecting SRHS as the Learner Institution, the IRB office will automatically receive notice once you complete the CITI Basic and/or CITI Refresher courses. Your name and completion date will be available to you through your CITI program account.

CITI Training must be taken through Spartanburg Regional Healthcare System; however, CITI modules completed through other affiliations will automatically flow into your SRHS account upon affiliation with our institution.

CITI course – recommended to take this course early in your process (may be taken up to 6 months before your project).  All research team member must take the CITI course including any data collector. 
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Health Sciences South Carolina - eIRB

Health Sciences South Carolina (HSSC) eIRB is an electronic repository that was developed to provide interdepartment, interfacility access and sharing of research studies for the purpose of sharing, reviewing, approving and streamlining of the research process. All research projects done at this facility are required to be loaded into the eIRB system as part of the preparation for submission to the IRB (Institutional Review Board). Approval forms that come from the Nursing Research Council are part of the information that needs to be loaded into the system. The upload should not occur until after the council has approved your project. Staff from the Office of Research Compliance will meet with you to submit your eIRB application.
For documents to bring with you for uploading your project into eIRB, see NRC Form 4 at the end of this booklet.

Below are excerpts from the eIRB program to assist you in ensuring you have all the information with you when you begin the uploading process.  
Study Review Type

** NOT AMENDMENT

Minimal Risk means that the risks of harm anticipated in the proposed research are not greater -- considering probability and magnitude -- than those ordinarily encountered by the general population in daily life or during the performance of routine physical, laboratory, or psychological exams or tests.

	1.0
	* Requested Review Type
Select what type of IRB review you are requesting

O

Full IRB Review

The probability and magnitude of harm or discomfort anticipated in the research are greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests

O

Expedited

Research activities that (i) present no more than minimal risk to human subjects, and (ii) involve only procedures listed in one or more of the categories authorized by 45 CFR 46.110 and 21 CFR 56.1

O

Exempt

Certain categories of research have been designated as exempt from federal regulations related to the use of human subjects. Institutions may choose to recognize these categories of exemption and waive the requirement for review by an Institutional Review Board (IRB).




Minimal Risk To Participants

** NOT AMENDMENT

	1.0
	* The study involves more than minimal risk to participants.

Select type:

O The risk(s) represents a minor increase over minimal risk, or

O The risk(s) represents more than a minor increase over minimal risk. 


Exempt Research Category

** NOT AMENDMENT

Conducting Exempt Research  

Research that is exempt from IRB review is not exempt from the ethical principles pertaining to human subject research. All research involving human participants must follow the provisions of applicable regulations and standards regardless of the level or category of review.

Good research design dictates careful consideration of risks/benefits, protections, and informed consent, even if review by the convened IRB does not occur. Moreover, the research design should meet applicable research ethics standards of the investigator's professional association or society. In all cases, the standards of respect for persons, beneficence, and justice enumerated by the Ethical Principles and Guidelines for the Protection of Human Subjects of Research (the Belmont Report) apply to research involving human subjects, whether reviewed or certified as exempt from review. 

	6.0
	* Exemption Category
Choose the exemption category that applies to this research study

O 1 Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as (i) research on regular or special educational instructional strategies, or (ii) research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods. 

O 2 Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior, unless: (I) information obtained is recorded in such a manner that human subjects can be identified, directly or indirectly through identifiers linked to the subjects; AND (ii) any disclosure of the human subjects’ responses outside the research could reasonably place the subjects at risk of criminal or civil liability, or be damaging to the subjects’ financial standing, employability, or reputation. Note: Surveys, interviews, or observations involving children cannot be exempt.

O 3 Research involving the use of education tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior that is not exempt under Exemption Category (2) of this section if: (i) The human subjects are elected or appointed public officials or candidates for public office; or (ii) federal statutes require, without exception, that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter. 

O 4 Research involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens, if these sources are publicly available or if the information is recorded by the investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects. 

O 5 Research and demonstration projects which are conducted by or subject to approval of [federal] department or agency heads, and which are designed to study, evaluate, or otherwise examine (i) public benefit or service programs; (ii) procedures for obtaining benefits or services under these programs; (iii) possible changes or alternatives to those programs or procedures; or (iv) possible changes in methods or levels of payments for benefits or services under those programs. 

O 6 Tests and food quality evaluation and consumer studies, (i) if wholesome food without additives is consumed, or (ii) If a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or agricultural chemical or environmental contaminant at or below the level found to be safe by the Food and Drug Administration (FDA) or approved by the Environmental Protection Agency (EPA) or the Food Safety and Inspection Service of the U.S. Department of Agriculture (USDA). 

O None of the above apply 

	
	NOTE: To qualify for exemption, at least one must be selected




Expedited Review Categories

** NOT AMENDMENT

Indicate the Expedited Review Category(s) that apply to this research study. 

Note: In order to qualify for expedited review, one or more categories must be selected. If none apply, select the "None of these categories apply" option

	1.0
	⁭ Clinical studies of drugs and medical devices only when condition (a) or (b) is met:
(a) Research on drugs for which an investigational new drug application is not required. 

NOTE:  Research on marketed drugs that significantly increases the risks or decreases the acceptability of the risks associated with the use of the product is not eligible for expedited review.

(b) Research on medical devices for which 1) an investigational device exemption application is not required or 2) the medical device is cleared or approved for marketing and the medical device is being used in accordance with its cleared/approved labeling.

	2.0
	⁭ Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture as follows: 

(a) from healthy, non-pregnant adults who weigh at least 110 pounds. For these subjects, the amounts drawn may not exceed 550 ml in an 8-week period and collection may not occur more frequently than 2 items per week; or

(b) from other adults and children, considering the age, weight, and health of the subjects, the collection procedure, the amount of blood to be collected, and the frequency with which it will be collected.  For these subjects, the amount drawn may not exceed the lesser of 50 ml or 3 ml per kg in an 8 week period and collection may not occur more frequently than 2 times per week.

	3.0
	⁭ Prospective collection of biological specimens for research purposes by noninvasive means.

Examples: (a) hair and nail clippings in a nondisfiguring manner; (b) deciduous teeth at time of exfoliation or if routine patient care indicates a need for extraction; (c) permanent teeth if routine patient care indicates a need for extraction; (d) excreta and external secretions (including sweat); (e) uncannulated saliva collected either in an unstimulated fashion or stimulated by chewing gumbase or wax or by applying a dilute citric solution to the tongue; (f) placenta removed at delivery; (g) amniotic fluid obtained at the time of rupture of the membrane prior to or during labor; (h) supra- and subgingival dental plaque and calculus, provided the collection procedure is not more invasive than routine prophylactic scaling of the teeth and the process is accomplished in accordance with accepted prophylactic techniques; (i) mucosal and skin cells collected by buccal scraping or swab, skin swab, or mouth washings; (j) sputum collected after saline mist nebulization.

	4.0
	⁭ Collection of data through noninvasive procedures (not involving general anesthesia or sedation) routinely employed in clinical practice, excluding procedures involving X-rays or microwaves. Where medical devices are employed, they must be cleared/approved for marketing. (Studies intended to evaluate the safety and effectiveness of the medical device are not generally eligible for expedited review, including studies of cleared medical devices for new indications.)

Examples: (a) physical sensors that are applied either to the surface of the body or at a distance and do not involve input of significant amounts of energy into the subject or an invasion of the subject’s privacy; (b) weighing or testing sensory acuity; (c) magnetic resonance imaging; (d) electrocardiography, electroencephalography, thermography, detection of naturally occurring radioactivity, electroretinography, ultrasound, diagnostic infrared imaging, doppler blood flow, and echocardiography; (e) moderate exercise, muscular strength testing, body composition assessment, and flexibility testing where appropriate given the age, weight, and health of the individual.

	5.0 
	⁭ Research involving materials (data, documents, records, or specimens) that have been collected, or will be collected solely for non-research purposes (such as medical treatment or diagnosis). 

	6.0
	⁭ Collection of voice, video, digital, or image recordings made for research purposes

	7.0
	⁭ Research on individual or group characteristics or behavior (including, but not limited to, research on perception, cognition, motivation, identity, language, communication, cultural beliefs or practices, and social behavior) or research employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies. 

	
	⁭ None of these categories apply to this research study


Benefits Analysis - Potential Benefits 

Benefit - A research benefit is considered to be something of health-related, psychosocial, or other value to an individual research subject, or something that will contribute to the acquisition of generalizable knowledge. Money or other compensation for participation is generally not considered to be a research benefit.

	1.0
	Benefit Category

Select a benefit category: 

O This research study is not expected to directly benefit individual subjects, but is likely to yield generalizable knowledge which contributes to the field. 

O This research study involves the prospect of direct benefit to the individual subject.

	2.0
	* What are the potential benefits of the research study to the subject and/or to society? 

Explain:


[image: image4]



Scientific Review 

Scientific review is obtained through the Nursing Research Council
** For Expedited or Full Board

	1.0
	* Has this research study undergone scientific review prior to being submitted to this IRB?

O Yes  
O No

If YES, explain:


[image: image5]
OR

If applicable, click the Add button and upload scientific review comments/forms

[ADD]




Waiver of Informed Consent of Subjects or Alteration of Consent Elements

**Checklist Driven

If a Waiver of Informed Consent is requested, provide the following information:

	1.0
	* Explain why the research involves no more than minimal risk to the subjects.


[image: image6]
HELP: The research risks are minimal, meaning that the risks of harm anticipated in the proposed research are not greater — considering probability and magnitude — than those ordinarily encountered by the general population in daily life or during the performance of routine physical, laboratory, or psychological exams or tests.

	2.0
	* Explain why the waiver or alteration will not adversely affect the rights and welfare of the subjects.
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	3.0
	* Explain why the research could not be practicably carried out without the waiver or alteration.
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	4.0
	* Explain how, whenever appropriate, the subjects will be provided with additional pertinent information after participation in the study.
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	5.0 
	* Will an informed consent document also be used in this research study?

O Yes   
O No


Waiver of Written or Signed Consent 

**Checklist Driven

If a waiver of written signed informed consent is requested, please provide justification. 

	1.0
	Check one of the following and explain your choice: 

O  The only record linking the subject and the research would be the consent document and the principal risk would be the harm resulting from breach of confidentiality. Explain: 

O  The research presents no more than minimal risk and involves no procedures for which written consent is normally required outside the research context.  

Explain: 
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	2.0
	If signed documentation is waived, will the subjects be provided with a written statement/explanation regarding the research? 

O Yes  O No

If YES, attach a copy of written statement. 

[ADD] 

If NO, explain below why a written statement is not necessary or appropriate. 
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Consent Process 

**Checklist Driven

	1.0
	* Will the consent be obtained from the subject?

O Yes  O No

	2.0
	Will the consent be obtained from the subject’s legally authorized representative?

O Yes  O No

	3.0
	Describe any waiting period between informing the prospective participant and obtaining consent:
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	3.0
	* Who will obtain consent? (Please list Research Personnel Authorized and Qualified to obtain Informed Consent)
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	4.0
	* Describe the process (where, when and how) for obtaining.
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	5.0 
	* Consent Forms

To allow for documentation of IRB approval and electronic watermarking, please use the following link to access your institution’s Informed Consent Form Template.

[Template Link]

If no template is available, please leave at least a one-inch margin at the bottom of each page of the final "clean" version of the consent document(s).

NOTE: When revising a consent document associated with an amendment or continuing review, select the "Edit" function to upload the revised version of the consent document. Use ADD only when uploading a new consent document. 

Click the Add button to upload a copy of the consent form(s), including translated versions for this research study.

[Add]


Privacy & Data Confidentiality

	1.0
	* Describe the provisions included in the research to protect the privacy interests of participants (e.g., others will not overhear your conversation with potential participants; individuals will not be publicly identified or embarrassed.)
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	2.0
	* Where will study records and/or data collected at this site be stored?
Select all that apply:

⁭ In a locked office

⁭ In a locked cabinet

⁭ Password protected computer
⁭ Password protected network storage

⁭ Password protected portable device (laptop, etc.) 

⁭ Other 

If OTHER, describe: 
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If information will be stored on a portable device, describe the security on the portable device that will be used to prevent unauthorized access to the data in the event the device is lost or stolen:
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	3.0
	Will the study use National Institutes of Health (NIH) Certificate of Confidentiality? 

O Yes O No

If YES, what is the NIH Certificate of Confidentiality status?

O The NIH Certificate of Confidentiality has been approved

O Will apply for a NIH Certificate of Confidentiality for this study


Protected Health Information (PHI) for Research 

Protected Health Information (PHI) is defined as individually identifiable health information transmitted or maintained in any form (electronic means, paper, or oral communication) that relates to the past, present, or future physical or mental health or conditions of an individual.

Covered Entity - A health plan, a health care clearinghouse, or a health care provider who transmits health information in electronic form
	1.0
	* To determine if this research study is using/disclosing PHI, select any of the following 18 elements, defined by the Health Insurance Portability and Accountability Act (HIPAA), as identifiers. If none these 18 identifiers will be used/disclosed, select the final option.

⁭ Names;
⁭ All geographic subdivision smaller than a state including street address, city, county, precinct, zip code, and/or equivalent geocodes

⁭ All elements of date (except year) for dates directly related to an individual;

⁭ Telephone numbers;

⁭ Fax numbers;

⁭ Electronic mail addresses;

⁭ Social security numbers;

⁭ Medical record number,

⁭ Health plan beneficiary number;

⁭ Account numbers;

⁭ Certificate/license numbers; 

⁭ Vehicle Identifiers and serial numbers, including license plate numbers;

⁭ Device identifiers and serial numbers; 

⁭ Web Universal Resource Locators (URLs)

⁭ Internet Protocol (IP) address numbers;

⁭ Biometric identifiers, including finger and voice prints;

⁭ Full face photographic images and any comparable images

⁭ Any other unique identifying number, characteristic or code

⁭ None of the above 18 identifiers will be used/disclosed for this research study


Access to Protected Health Information (PHI) for Research 

	1.0
	Indicate the sources of health information to be used

Select all that apply:
⁭ Medical Records/Physician Notes/Hospital Discharge Records

⁭ Mental Health Records/Psychotherapy Notes
⁭ Medical Test Results

⁭ Payment/Billing/Insurance records

⁭ Biological samples obtained from subjects for non research purposes

⁭ Databases/Registries

⁭ Tissue Repositories

⁭ Other

If OTHER, indicate any other source(s) of health information to be collected/used:
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	2.0
	How will PHI be accessed for the research study?  

Check all those that apply

⁭  HIPAA Research Authorization

⁭  HIPAA Waiver of Authorization for Research

⁭  Accessing Information for Preparatory Work for Research

⁭  Accessing Information Through Limited Data Sets

⁭  Accessing Deceased Persons’ Information




Accessing Protected Health Information (PHI) Through De-Identification – Part 2

	1.0
	Can the de-identified information be used to identify an individual in any way? 

O Yes   O No 

	2.0
	Will the researcher utilize coded PHI or other means of record identification to allow re-identification of information? 

O Yes   O No


	3.0
	If YES to question #2, please list all person(s) who will have access to the code key and their relationship to the research: 
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	4.0
	If YES to question #2, will the coded PHI or other means of record identification be derived from or related to information about the individual and can it be used to identify the individual?

O Yes   O No

If YES, explain: 


[image: image20]


	5.0
	Summarize the request: 
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Institution Impacted Services - Institution Nursing Research Council 

GHS Only

	1.0
	* Does this study involve nursing practice?

O Yes   O No

	2.0
	* Is the principal investigator a Registered Nurse? 

O Yes   O No

	3.0
	* Is the principal investigator working on a nursing academic degree? 

O Yes   O No

	4.0
	* Is the nursing staff the primary focus of this study? 

O Yes   O No


The Institutional Review Board (IRB)

The IRB is an administrative body established to protect the rights and welfare of human research subjects recruited to participate in research activities conducted under the auspices of the institution with which it is affiliated. The IRB has the authority to approve, require modifications in, or disapprove all research activities that fall within its jurisdiction as specified by both the federal regulations and local institutional policy. Research that has been reviewed and approved by an IRB may be subject to review and disapproval by officials of the institution. However, those officials may not approve research if it has been disapproved by the IRB. IRBs are governed by federal regulations under both the FDA and the Department of Health and Human Services. 

The first two questions the IRB faces are whether the activity involves research, and second, whether it involves human subjects. Research is defined by the regulations as "a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge" Human subjects are defined by the regulations as "living individual(s) about whom an investigator (whether professional or student) conducting research obtains (1) data through intervention or interaction with the individual, or (2) identifiable private information" The FDA defines research as: Clinical investigation means any experiment that involves a test article and one or more human subjects and that either is subject to requirements for prior submission to the Food and Drug Administration.  The Office of Research Compliance will make the determination whether a project is research or not.
There are a number of different levels of review, each dependent upon the level of risk involved in a study. For definitions and guidance, including contact information, please see the Research Compliance Sharepoint page; http://sharepoint.srhs.com/SiteDirectory/ResearchCompliance/default.aspx  

TIPS ON HOW TO WRITE AN ABSTRACT

By Carolyn Paul, MSLS, MPH, AHIP, Treadwell Library 

Whether submitting an abstract for a Nursing Research Day poster or for a professional meeting, some basic steps can help you through the writing process. Using a structured format organizes your ideas and makes the abstract easier to read. 

Before you start: 
Know who your audience is and gear your abstract to them. After reading the instructions to authors, you may want to find previously accepted abstracts to see examples of what others have done. Be detailed yet concise to stay within the word limit. Use the active voice and third person. If you get writer’s block, start with one sentence for each section. 

Parts of a structured abstract: 
The Title is the first chance to capture your readers’ attention so make it interesting with a few key details describing your project. 

The Author statement lists all significant contributors with their degrees. 

The Purpose (or Objective) relates why you started the project and helps readers decide if they want to read more. 

Tell why this topic is of interest to you, your unit, or the profession. 

State your hypothesis, research question or objective. 

The Background (or Significance, Scientific merit, Interpretation) summarizes what is known about the topic and what the major issues are. 

Describe the results of your literature review and how they relate to your question. 

Include other sources of information or expert opinion. 

The Methodology (or Design, Implementation) describes how you carried out your research or project. Often a chronological approach is taken. 

Give enough detail for readers to understand your project design. 

Include setting, population, sample size, selection criteria, and measurement tools. 

The Findings (or Outcome) include what you found and conclusions you made. 

Briefly state significant findings or performance improvement outcomes. 

Include qualitative data, quantitative data, and any statistical analysis. 

The Implications (or Changes) describe the impact of your study on practice, policy, research or education. 

Summarize in a few sentences any changes made or recommended. 

Suggest what the next step in research might be. 
Final steps:
After you finish your draft, re-read your abstract looking at content, readability, spelling, and grammar. Ask colleagues and all contributing authors for their comments. After you make any needed revisions, submit your abstract. You’re done!
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The main ingredients for becoming involved in nursing research are an inquiring mind and interest in looking for ways to improve patient care. One of the most important roles of a nurse is to begin to identify questions about the best way to understand what is happening to patients, their responses to health care efforts on their behalf, and how to provide care that addresses their needs. Of all healthcare providers, nurses have the best opportunity to identify problems and patterns of patient behaviors and to observe patient responses to therapy.  Professional nursing literature can help plan patient care. Often there are gaps in the literature related to specific problems, or there is a feeling that there might be a new or better way to solve patient problems through systematic investigation
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4. Upload NRC Scientific Review Approval form into last page -General Comments
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