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Abstract
Aims: The purpose of this multi-site quality improvement observational study is to examine frequency of repositioning of patients who are unable to reposition themselves. Research questions include:
· How often are patients, unable to reposition themselves, repositioned by healthcare workers?
· Is there a relationship between type of mattress and bed frame and frequency of repositioning?
· Is there a relationship between type of nursing unit and frequency of repositioning?
· Are there differences in frequency of repositioning in different time periods?
Background: Repositioning is an essential intervention for relief of pressure for patients who have limited mobility to prevent complications from skin breakdown which increases health care costs and patient discomfort.  	Research Design and Methods: Sample will include a convenience sample of up to 40 patients with limited mobility (Braden Scale score < 18 and < 3 on mobility section) at each participating site.  Waiver of the informed consent process is requested due to potential for the consent process to influence patient and/or staff behavior related to the planned observation.  Data collectors have as a part of their job descriptions to observe staff and patients in the patient care environment.  Data Collectors will observe the selected sample for position changes hourly over a 13 hour period and record on the Turning Observation Tool (TOT). Confidentiality will be protected.  Statistical Methods: Results will be reported using descriptive statistics, correlations and Chi square.  Findings from such research will provide information about the level of compliance with current repositioning standards. 
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Research Plan:
A. Specific Aims 
The purpose of this non-experimental observational study is to examine the frequency at which healthcare workers reposition patients who are unable to adequately reposition themselves.  Research questions include the following:
1. How often are patients, who are unable to adequately reposition themselves, repositioned by healthcare workers?
2. Is there a relationship between type of mattress and bed frame and frequency of repositioning?
3. Is there a relationship between type of nursing unit and frequency of repositioning?
4. Are there differences in frequency of repositioning in different time periods?
The long term objective of this study is to describe the current level of practice compared to prevailing repositioning standards.  The findings will guide future nursing staff education and policy/ procedure decisions related to pressure ulcer prevention (PUP).  

B.  Background and Significance 

The  Centers for Medicare and Medicaid (CMS) Rule-1553-P effective October 1, 2008 establishes non-reimbursement to hospitals for patient care- related preventable conditions that happen during hospitalization; one of the eight conditions that will fall under this rule is the development of PUs.  Since development of PUs is a widespread, costly problem for healthcare agencies that will have economic implications under the new CMS rules, extends hospital stays and is a major preventable cause of patient morbidity, the Statewide Nursing Evidence-Based Practice and Research Consortium (SNERC) decided to look at the very basic, inexpensive nursing intervention of repositioning patients.  SNERC hopes that this multi-site study will assist Oklahoma nurses and other healthcare workers to understand whether their repositioning interventions for those patients with limited mobility meet established standards.  

The estimated average hospital charge for patients with PUs was $37,800, with a mean length of 13 hospital days. About 90% of all PU treatments during hospitalization were for patients with other admitting diagnoses, such as septicemia, pneumonia, urinary tract infection, aspiration pneumonia, and congestive heart failure (Russo & Elixhauser, 2006).  Beyond the economic costs, patients who develop PUs may have increased pain and experience mental burden (Hopkins et. al, 2006; Spilsbury, 2007).  

Both national and international groups have established clinical guidelines to effectively prevent PU formation. It is recommended to reposition patients at least every 2 hours (Registered Nurses Association of Ontario, 2005; Wound, Ostomy, and Continence Nurses Society, 2003). Repositioning patients is a well-known, basic, inexpensive preventative nursing measure to decrease PU formation.  Many successful hospital programs across the country have decreased PU formation using repositioning as an intervention (Courtney, et. al, 2006; Gibbons, et. al, 2006; Hiser, et. al, 2006).  

There has been some confusion by nurses regarding patients on special lateral-turning beds.  Many nurses believe that the turns that these beds perform are adequate for PU prevention.  Such belief, though, is false as these beds are intended for the treatment of Acute Lung Injury (ALI) and Acute Respiratory Distress Syndrome (ARDS) and not PU prevention (McLean, 2001; Powers, 2006).  

Little is known about the frequency at which health care workers in Oklahoma reposition patients.  Also unknown at this time is whether the type of hospital unit, time of day, or type of mattress and bed frame makes a difference in repositioning frequency.  Findings from such research will provide information about the level of compliance with current repositioning standards. 

C.  Preliminary Studies/Progress Report  
Provide an account of previous studies and/or information that establishes the experience and competence of the investigator to pursue the protocol. (suggested length less than ½ page)

Sheryl Buckner has had previous experience in studies acting as co-investigator.  Previous research experience includes:  
· “Nursing Staff’s Knowledge, Attitudes, and Beliefs to the Use of Assistive Lift Equipment”, Beth Hall RN, MS and Sheryl Buckner RN, MS, Co-P.I., Research Team:  Jana Pressler, PhD, RN, Darlene Barnard-York.  OU Medical Center, 092606-present
· “Psychosocial Variables that Relate to Blood HIV Virus Load Levels” A. C. All, H. Nishikawa, N. Vinson, & M. Huycke. Member of Research Team.
· “Thematic Analysis of Children’s Responses to Disaster Involving Other Children”, University of Oklahoma   R. Seideman, PI.  Member of Research Team
·  “The Effect of Two Tube-Feeding Protocols on Bacterial Contamination and Diarrhea in ICU Patients”, Oklahoma Memorial Hospital in conjunction with the University of Oklahoma College of Nursing, 1992, L. Davidson, P.I.,  S. Buckner, data collector.

D.  Research Design and Methods
This quality improvement (QI) project is a multi-site descriptive, observational study of healthcare workers’ practice of repositioning patients.  Each site will report their QI observational data [Appendix I—Turning Observation Tool (TOT)] collected on a sample of up to 40 patients who are observed hourly over a 13 hour period. Each site will designate data collectors based on the criteria that they have observation of patient care as part of their job description.  The data collectors will be oriented to the research protocol, trained in using the TOT and inter-rater reliability will be established.  A convenience sample of 40 patients per site will be selected according to these inclusion criteria: 1) aged 18 and over, 2) Braden scale score of 18 or less, and 3) score less than 3 on the “Mobility” section of the Braden scale. Each site will collect data based on their daily census of eligible patients and availability of data collectors until they observe a total of 40 patients. An identifying sticker with patient name and room number will be stapled to the front of each TOT; this will assure that the data collector uses the tool matched for each particular patient. After all data is collected, the identifying sticker will be removed from the TOT so only the de-identified data sheet remains. If agencies require tracking of patients who participate in studies, the identifying sticker will be placed on a log for use for internal agency record-keeping or audit purposes.  The log will be maintained in a confidential, locked area by the site investigator. 
No early terminations are anticipated since this is a non-interventional, observational study. If more than 3 missed hourly observations occur on a patient, then the TOT will be excluded from the study. Since the study cannot be reasonably carried out without concealment, due to the potential for the Hawthorne effect, a script for what to tell nurse, patients and others will be used: “We are looking at the patient care environment as part of a quality improvement study.”  Since the data collectors have as a part of their job descriptions to observe staff and patients in the patient care environment, we are requesting a waiver of the informed consent process, due to potential for the consent process to influence patient and/or staff behavior related to the planned observation.  Data collectors will observe the patient’s position hourly for a period of 13 hours and will document on the TOT.  Only an assigned subject number coded by hospital will be used to identify each TOT for data entry.  Once observations are complete (after 13 hours), all identifying stickers will be removed and destroyed (unless required by agency, in which case they are placed on a log).  By following this system, the TOT becomes anonymous and no PHI will be shared. 
So that each institution can compare their facility’s performance against others with confidentiality, the site investigator from each agency will call a designated secretary to receive a specific hospital code.  This code will assure that records are not duplicated when the data is aggregated. Only the agency PI will know their agency’s code. Coding will allow hospitals to benchmark against the study findings.

All copies of the completed TOTs will be sent to the primary investigator for data analysis.  If required by the institution, originals of the TOT will remain in a locked, confidential area at the originating institution. At OU Medical Center all Presbyterian units except patients on Critical Care and Stepdown Units will participate in the study. To identify patients for observation, the Meditech Report (Braden Scale – At Risk – Shift Assessment) will be reviewed by the data collectors to identify patients with a Braden Scale of 18 or less during the most recent shift assessment. Patients with a Mobility score of less than 3 on the Braden scale will be included in the study.  In the ICU and the Stepdown Units at OU Medical Center, the Clinical Nurse Specialist, rather than the Meditech system, will identify patients that meet inclusion criteria. Cooperating sites will identify their methods to their individual IRB’s or research committees.
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E.  Statistical Methods  
Descriptive statistics (frequency, mean, mode, range, standard deviation) will be used to answer research questions 1-4.  Correlations will be reported for questions 2 and 3.  Chi-Square will be used for question 4.   Power analysis is not a factor because this is a descriptive study.  The sample size of forty per site was determined to promote adequate representation by each site to reflect overall practice.  SPSS will be used for data analysis.
F.  Gender/Minority/Pediatric Inclusion for Research
Women and minorities will be included in the study as they occur in the patient census.  Only patients 18 years of age and older are included as the study occurs on adult units. 
G.  Human Participants
1.  Provide number, age range, and health status of the participant population.  Identify criteria for inclusion or exclusion.  Observations of patient repositioning will be done on 40 patients at each site.  They will be 18 years of age and older, will be unable to reposition themselves and will have a Braden score of 18 or less, with less than 3 on the “Mobility” section.  Patients with  orders not to be repositioned, or who are on isolation and are unable to be observed without entering the room will be excluded.  Prisoners, pregnant women or children less than 18 years of age will be excluded.  
2.  Research Material: Data will be collected on the TOT as previously described. 
3.  Describe plans for recruitment and consent procedures to be followed.
a. We are asking for a waiver of informed consent and the informed consent process. Data collectors completing the observations have as a duty within their job descriptions to observe staff and patients in the patient care environment. The informed consent process has the potential to alter patient and/or staff behavior related to the planned observation.
b. Since this is an observational study, non-English speaking patients have an equal chance of being observed 
c. To avoid coercion, if patients report they are bothered by the data collector coming in the room hourly, the patient’s right to refuse observation will be respected. Observations will be stopped and that patient’s data will be excluded from the study. 

4.  Describe risks and assess likelihood and seriousness: Minimal to no risks are associated with this observational study.  
5.  Describe procedures for protecting against or minimizing potential risks.
If a patient is found in a hazardous situation by the data collector, he or she will follow the established procedure for the agency to assist the patient.  It is possible that patients could experience some emotional discomfort by being observed hourly.  Data collectors will assist in minimizing this potential risk by explaining that they are observing the “patient care environment as part of a quality improvement study.”
5.  Address measures instituted to protect the privacy and/or confidentiality of participant PHI (locking cabinets for participant records containing PHI, use of password protected programs, limited access to PHI, etc.).  Only de-identified data will be reported to the PI. The agencies will maintain the original copies of the TOT and TOL in a locked cabinet.  All data will be entered and stored on a computer that utilizes password protection.
6.  Describe potential benefits and importance to the participants and others. There is no 
direct benefit to the patient through participation in this study. This QI data may be used to
identify whether problems exist in meeting established positioning standards.  This information
will inform nursing practice related to PU prevention. Participating healthcare organizations will
be able to benchmark their performance against the aggregate.  	
7.  Discuss why risks are reasonable in relation to benefits.  The potential risks associated with this observational study are minimal. Benefits to inform practice in order to provide optimal care to prevent PU formation outweigh risks. 

H.  Data and Safety Monitoring Plan 
This is an observational study that will take place over a six month time period; therefore, monitoring frequency is not applicable.  Adverse events are not anticipated in this observational study.  However, should an unanticipated, adverse event occur during observations (i.e. such as a patient fall) it will be reported to the agency per agency protocol and within 72 hours to the site coordinator and the PI. The PI will report to the IRB within 48 hours. Study duration is 612 months.  
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