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The EHMC Clinical Research Center continues to facilitate a growing research culture here at EHMC. With a consistent increase in the number of staff, nurses, residents, and attending physicians joining the Clinical Research Center, the number of research projects and research participants continues to rise year after year. Whether testing a new
cancer drug, evaluating a new patient assessment tool, or analyzing the causes of pressure ulcers, EHMC’s research
contributions will lead to improved patient care and outcomes. This edition provides the details on some of our recently activated physician-led clinical trials as well as some of our recently completed nurse-led research projects.

NEW CLINICAL RESEARCH STUDIES

CARDIOLOGY
INTERVENTIONAL

ELECTROPHYSIOLOGY

“TWILIGHT”
Principal Investigator:
Dr. Aron Schwarcz

“PRAETORIAN”
Principal Investigator:
Dr. Dmitry Nemirovsky

Patients who have had a cardiac catheterization with
implantation of at least one drug-eluting stent will be
eligible for this study. After three months of ticagrelor
and aspirin dual anti-platelet therapy, patients will be
randomized to either: (a) ticagrelor + placebo; OR (b)
ticagrelor + aspirin. The assigned study treatment will
be continued for another 9 months. The
study supply of ticagrelor is open-label.
The aspirin/placebo pills will match,
and both the investigator and participant will be blinded to assignment. Both
bleeding events and ischemic events
will be compared between groups.

Patients who need an ICD (implantable cardioverterdefibrillator) will be offered participation in this
study. Eligible participants will be randomized to receive
an ICD with guide wires that are either: (1) transvenous
= through a blood vessel or (2) subcutaneous = under
the skin. The subcutaneous ICD is
newer to the market, but both devices
are FDA-approved and commercially
available for use. The purpose of this
trial is to study the advantages and
disadvantages of the subcutaneous
ICD as compared to the transvenous
ICD.

ONCOLOGY
BREAST CANCER

RECTAL CANCER

“PALLAS”
Principal Investigator:
Dr. Michael Schleider

“PROSPECT”
Principal Investigator:
Dr. Minaxi Jhawer

After surgery, the standard-of-care for patients with
hormone receptor positive, HER2 negative, early invasive breast cancer, is adjuvant hormone therapy for
five years. While this hormone therapy is effective,
ways to improve the efficacy and delay the onset of
resistance are needed. Participants in this study will
be randomized to receive either: (a)
standard adjuvant hormone therapy
PLUS study drug (palbociclib) for at
least 5 years; OR (b) standard adjuvant hormone therapy alone for at
least 5 years. This study will then
compare the invasive disease-free
survival between both groups.

This trial aims to determine whether 6 cycles of neoadjuvant chemo followed by restaging and selective use of
chemo + radiation therapy before surgery can achieve
favorable outcomes for patients with locally advanced
rectal cancer. (The current standard is chemo + radiation for all patients.) Participants are randomized to either: Group 1 (chemo alone) or Group
2 (chemo plus radiation) for their presurgery regimen. After surgery, depending on the borders of the tumor,
Group 1 will either get more chemo, or
chemo + radiation. After surgery, Group
2 will receive chemo alone (as they
have already received radiation).
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A LOOK BACK AT 2015
In 2015, the level of clinical research activity at EHMC once again increased over the previous year. Last year, a
record number of 244 research subjects were centrally registered with the Clinical Research Center. 100 of those subjects participated in treatment trials, and the remaining 144 were enrolled in registries. While all research activity is
important, we continually strive to increase our accruals to treatment trials. The distribution of treatment trial research activity for 2015 is listed below:

Total = 100

Cardiology

Critical Care

38

2

Diabetes Gastroenterology Oncology Surgery
2

33

15

Urology

7
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RECRUITMENT EFFORTS
The state-of-the-art patient care available today is the result of clinical
research studies completed in the past. The path to continued improvements is through additional research. As part of that effort, there are
numerous clinical trials currently open to participation by EHMC patients. To increase awareness of these studies among both clinicians and
patients, the Clinical Research Center is working with Communications
to better publicize these research opportunities. Please look for information about open studies on the electronic messaging boards, in
EHMConnect, and on the new EHMC website. All of these messages
and postings are pre-approved by the EHMC Institutional Review
Board, which is charged with protecting the rights of all human research
participants. A few examples of these ongoing recruitment efforts are
listed below:

If you have any questions
about any of our clinical
research opportunities,
please contact the
Clinical Research Center
at 201-894-3418.
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NURSING RESEARCH
Englewood Hospital and Medical Center’s nurses are contributing to the advancement of new knowledge, innovations,
and improvements though numerous research projects. These nurse-led research studies are designed to enhance nursing
practice and promote quality care. Details on some of our recently completed nursing research projects are listed below:
“Promoting Assessment of Urinary Incontinence” Principal Investigator: Rachele Isip, RN, BSN
The purpose of this study was to evaluate a standardized continence assessment tool as a strategy to increase
patient awareness of urinary incontinence. The Bladder Control Self-Assessment Questionnaire was given to patients on one unit, and the results determined which patients should receive a handout on incontinence education.
After this study intervention, there was a demonstrated increase in patient awareness of incontinence symptoms
and treatment options. The nursing implications of this study include the importance of providing patient education
so that incontinence symptoms can be identified and managed as early as possible.
“Postoperative Delirium in Elderly Patients Following Orthopedic Surgery and its Effect on Length of Hospitalization” Principal Investigator: Helen Meehan, RN, BSN
The findings of this study confirmed the hypothesis that the development of postoperative delirium (POD) leads to
an increased length of stay. While not statistically-significant, these results highlight the need for delirium assessments in the acute care setting, especially among orthopedic surgical patients. An increased awareness of POD
as a postoperative complication can lead to better strategies for early detection and treatment at EHMC.
“The Effectiveness of Implementing a Respiratory Support Protocol Unit Using Noninvasive Positive Pressure Ventilation in Reducing ICU Admissions Among Adults Experiencing Acute Exacerbation of COPD”
Principal Investigator: Mary Mozia-Cobb, RN, BSN
The results of this study indicate that implementation of a Respiratory Support Protocol (RSP) unit can reduce ICU
admissions for Acute Exacerbation of Chronic Obstructive Pulmonary Disease (AECOPD). While this retrospective chart review study had some limitations, a 26% decrease in ICU admissions for AECOPD patients was observed after implementation of the RSP unit. These findings support the use of an RSP unit to care for AECOPD
patients outside of the ICU setting.
“The Effectiveness of Visual Cues in Improving Hand Hygiene Compliance”
Principal Investigator: Lorna Pazziuagan, RN, BSN
This project revealed that visual cues (stickers, posters, pamphlets) are effective in improving hand hygiene
among nursing staff. Hand hygiene compliance was observed and recorded on an inpatient unit before and after
the introduction of the visual cues. The results showed a statistically-significant difference pre and post intervention. To supplement general education, regularly introducing visual cues can be an effective strategy to improve
and maintain hand hygiene compliance at EHMC.
“Charting Compliance and Fidelity on Intentional Rounding of Nursing Staff in a Medical-Surgical Unit”
Principal Investigator: Veronica Pomasin, RN, BSN
In this study, staff education on the importance of intentional rounding was implemented as an intervention to promote charting compliance. The rate of documentation of hourly rounding was collected before the education and
then again 3 days and 10 days afterwards. There was no statistically-significant difference in charting compliance
detected post intervention, however, as research has demonstrated that intentional rounding is associated with
improved clinical outcomes, additional strategies for improving compliance should be explored.
“Patients’ Perceptions of Feeling Safe and Length of Stay in the Cardio-Pulmonary Unit with Coronary
Heart Disease (CHD)” Principal Investigator: Linda Sta. Maria, RN, BSN, CPAN
This project was designed to examine if there was a correlation between patients’ perception of feeling safe and
the speed of their recovery process. Patients with coronary heart disease on 6 Dean were surveyed to assess
their perceptions of feeling safe, and that data was later compared to their length of stay. Although the results did
not support the hypothesis, this study increased awareness of previous research demonstrating that patients’ perceptions can have a positive impact on recovery.
“Amiodarone-Induced Phlebitis in Cardiac Surgery Patients”
Principal Investigator: Jung Sang, RN, BSN
This study showed that cardiac surgery patients who had peripheral infusions of amiodarone had a statisticallysignificant higher incidence (27.6%) of developing phlebitis than those who did not receive this medication (3.4%).
While these results reflect similar findings in the literature, demonstrating this risk at EHMC can drive local improvement of guidelines and charting standards.
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NURSING PUBLICATIONS
In addition to conducting internal nursing research to improve local nursing practice, a few of our nursing research
projects were recently published in peer-reviewed journals. By contributing to the literature available to the entire
healthcare community, our nurses will positively impact patient care both here and beyond EHMC.
Cox, J. and Roche, S. Vasopressors and Pressure Ulcer Development in the Adult Critical Care Patient.
American Journal of Critical Care. 2015 Nov;24(6):501-10.
OBJECTIVE: To examine associations between type, dose, and duration of vasopressors and development of pressure ulcers in
ICU patients and to examine predictors of the development of pressure ulcers in these patients.
FINDINGS: Norepinephrine and vasopressin were significantly associated with development of pressure
ulcers; vasopressin was the only significant predictor in multivariate analysis. Mean arterial pressure less
than 60 mm Hg in patients receiving vasopressors; cardiac arrest; and mechanical ventilation longer than
72 hours were predictive of development of pressure ulcers.
CONCLUSIONS: The addition of vasopressin administered concomitantly with a first -line agent
(often norepinephrine) may represent the point at which the risk for pressure ulcers escalates and may be
an early warning to heighten strategies to prevent pressure ulcers. Conversely, because vasopressors cannot be terminated to avert development of pressure ulcers, these findings may add to the body of
knowledge on factors that potentially contribute to the development of unavoidable pressure ulcers.

(left) Jill Cox, PhD, RN,
APN-C, CWOCN
(right) Sharon Roche,
PhD, APN-C, CCRN

Delmore, B., Cox, J. et al. Differentiating a Pressure Ulcer from Acute Skin Failure in Adult Critical Care Patients.
Advanced Skin Wound Care. 2015 Nov;28(11):514-21.
OBJECTIVE: To develop a statistical model to predict the development of acute skin failure in patients admitted to the
intensive care unit (ICU) and to validate this model.
FINDINGS: Peripheral arterial disease, mechanical ventilation greater than 72 hours, respiratory failure, liver failure, and severe
sepsis/septic shock were found to be statistically significant and independent predictors of acute skin failure in ICU patients.
These variables created a predictor model for acute skin failure in the ICU.
CONCLUSIONS: In certain populations, such as the critically ill patient, the phenomenon of acute skin failure may be
occurring, and with the current level of evidence, these ulcers may be incorrectly identified as pressure ulcers. Accurately distinguishing risk factors that lead to a pressure ulcer from factors that result in a lesion due to acute skin failure is crucial in the quest
to provide evidence-based practice to patients.

THE CLINICAL RESEARCH CENTER
The EHMC Clinical Research Center welcomes the following new members:


Stephen Brunnquell, MD



Gregg Lobel, MD



Ana Burga, MD



Killol Patel, MD



Corina Din-Lovinescu



Marie Sarubbi, APN



Yasmin Elkhashab, MD



Justin Seepersad



Bryan Ho, MD



Samir Shah



Eiji Ichimoto, MD



Nancy Wienberg, RN



Margit Kaufman, MD



Arsheena Yassin, PharmD



David Lee, PharmD

If you are interested in working with the Clinical Research Center, please email
Jamie.Ketas@ehmchealth.org or Renee.Lockwood@ehmchealth.org for information on the required
documentation and training.
Jamie Ketas
Director, Clinical Research Center
Jamie.Ketas@ehmchealth.org
201-894-3418
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