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RESEARCH DEVELOPMENTS 
at Englewood Hospital and Medical Center 

To date in 2016, the EHMC Clinical Research Center has opened 25 new research projects and enrolled 90 research 

participants. This level of research activity underscores our mission to provide the best treatment options for our 

patients and improve overall patient outcomes.  As EHMC continues to contribute to the development of new drugs 

and devices, as well as to the advancement of patient care, we want to take this opportunity to highlight just a few of 

our newly-activated studies:    
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“BEST CLI” 
Principal Investigator:  
Dr. Thomas Bernik 

 

Patients with infrainguinal periph-

eral arterial occlusive disease 

(PAOD) and critical limb ischemia 

(CLI), who are candidates to under-

go both endovascular treatment and 

surgical bypass, will be eligible to 

participate.  Study participants will 

be randomized to receive either 

endovascular treatment (EVT) or surgical bypass 

(OPEN). The purpose of the study is to determine 

which revascularization,  EVT or OPEN, results in 

better clinical outcomes, functional status, quality 

of life, and cost effectiveness.  

“QP EXCELS”   
Principal Investigator:  

Dr. Dmitry Nemirovsky 
 

This study is evaluating the clinical 

experience of the Sentus QP 

(quadripolar) lead, as required by the 

FDA to satisfy the requirements for pre

-market submission. Patients eligible 

for Cardiac Resynchronization Therapy

-Defibrillator (CRT-D) placement will 

be offered participation in this study, 

which will allow them access to the new BIO-

TRONIK Sentus QP left ventricular (LV) lead and 

the BIOTRONIK CRT-D with an IS4 port for the 

LV lead. 

“B51”   
Principal Investigator:  

Dr. David Dubin 
 

This study is designed to evaluate 

whether the addition of chestwall and 

regional nodal external radiation ther-

apy (XRT) after mastectomy, or 

breast and regional nodal XRT after 

lumpectomy, will improve the recur-

rence-free interval in patients who 

present with positive axillary nodes but convert to 

negative axillary nodes post neoadjuvant chemother-

apy. In this study, after neoadjuvant chemotherapy 

and surgery, mastectomy patients are randomized to 

receive: (a) no XRT, or (b) comprehensive XRT. 

Lumpectomy patients are randomized to receive: (a) 

standard whole breast XRT, or (b) comprehensive 

XRT.  All participants are followed for survival. 

“REGAIN” 
Principal Investigator: 
Dr. Aryeh Shander 

 

This study randomizes eligible patients 

to one of two standard approaches to 

anesthesia for hip fracture surgery 

(spinal vs. general). The objective is to 

determine the effect of each approach on 

independent walking at 60 days, and 

other patient-centered outcomes, includ-

ing cognitive function, up to 14 months. The hypothe-

sis is that patients who receive spinal anesthesia will 

demonstrate better outcomes compared to patients 

who receive general anesthesia. Study endpoints are 

assessed via interviews during the hospitalization, a 

medical record review, a phone interview post-

discharge, and a vital records search. 

VASCULAR SURGERY CARDIAC ELECTROPHYSIOLOGY 

RADIATION ONCOLOGY ANESTHESIOLOGY 

http://www.bing.com/images/search?q=images+of+clinical+trial&qs=n&form=QBIR&pq=images+of+clinical+trial&sc=0-20&sp=-1&sk=
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EHMC RESEARCH DAY 

INCREASING AWARENESS 

 

EHMC held its Second Annual Institutional Research Day on Thursday, June 2
nd

, 2016. 
 
The event was coordinated by Dr. Jonathan Shammash, MD, FACP, Program Director of the EHMC Internal Medi-
cine Residency. Residents, faculty, and staff presented their scholarly work in oral presentations and posters. There 
were six oral presentations and nineteen poster presentations encompassing clinical research, clinical vignettes, 
patient safety, and quality improvement activities. 
 
The 2016 Winners: 

 Best oral presentation: Dr. Jill Cox of our Nursing Department, who presented the project she performed 
with Dr. Sharon Roche entitled, “The relationship between vasopressor administration and pressure ulcer devel-
opment in adult critical care patients.” 

 

 Best clinical vignette poster: was presented by Drs. Namrata Sekhon and Ritu Kathuria of our Internal 
Medicine Department, entitled, “Cronkhite Canada Syndrome: a rare syndrome of diffuse GI polyposis with ecto-
dermal changes.”  The other authors were Drs. Sandarsh Kancherla, Karlene Williams, and Franco Vallejo. 

 

 Best clinical research/quality improvement poster: was presented by Dr. Arsheena Yassin of our Phar-
macy Department, entitled, “Comparison of extended versus standard piperacillin-tazobactam infusion.”  The 
other authors were Drs. Deidre Minihan, Jeffrey Nemeth, and Joseph Cruz. 

 
Congratulations to all who participated in this showcase of investigator-initiated research activity. 

The growing clinical research portfolio in the EHMC 

Cancer Treatment and Wellness Center allows our can-

cer patients the opportunity to receive cutting-edge in-

vestigational treatment options close to home, in a famil-

iar environment.  It is the ongoing mission of the Clini-

cal Research Center to increase awareness of, and en-

rollment to, these innovative treatment trials.  In addi-

tion to the highlights and descriptions included in these 

RESEARCH DEVELOPMENTS newsletters, there 

are a few other mechanisms now in place: 

 

A monthly “Cancer Clinical Research Report” (example 

to the right) is distributed to all of the members of our 

Cancer Treatment and Wellness Center. These reports 

feature a research message from one of our investigators 

and a listing of all of the cancer treatment trials currently 

open for enrollment. 

 

There is also a catalogue of all of our open clinical trials 

on the EHMC public website, organized by cancer type:  

http://www.englewoodhealth.org/centers-

departments/cancer-treatment-and-wellness-center.  

As research is an essential part of our comprehensive 

approach to cancer treatment, patients and families can 

now easily access our full clinical trial listing when 

seeking care options.   
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RECENT EHMC PUBLICATIONS 

Journal of Continuing Education in Nursing  2015:46(4):161-168.   
Effects of Perceived Educational Support on Usage of an Internet Nursing Reference Center.  
     Marshall B, Sabbagh, L. 

Semin Cardiothorac Vasc Anesth. 2015 Dec;19(4):288-92.  
Risks of Anemia in Cardiac Surgery Patients.  
     Lobel GP, Javidroozi M, Shander A. 

J Cardiovasc Pharmacol Ther. 2015 Dec 31.   
Ivabradine: Heart Failure and Beyond.   
     Chaudhary R, Garg J, Krishnamoorthy P, Shah N, Lanier G, Martinez, et al. 

Postgrad Med. 2016 Jan;128(1):97-105. 
An Overview of Prodrug Technology and Its Application for Developing Abuse-Deterrent Opioids.  
     Gudin J, Nalamachu SR. 

Postgrad Med. 2016 Jan;128(1):76-84. 
Opioid abuse-deterrent strategies: role of clinicians in acute pain management.   
     Webster LR, Brennan MJ, Kwong LM, Levandowski R, Gudin J. 

Postgrad Med. 2016 Jan;128(1):46-53. 
Levorphanol Use: Past, Present and Future.  
     Gudin J, Fudin J, Nalamachu S. 

Pain Med. 2016 Jan 6.   
Impact of Data Imputation Methodology on Pain Assessment over 24 Hours in a Randomized, Placebo-Controlled study of 
Gabapentin Enacarbil in Patients with Neuropathic Pain Associated with Postherpetic Neuralgia. 
     Calkins AM, Gudin J, Gidal B, Jaros MJ, Kim R, Shang G. 

Crit Care Med. 2016 Jan 20.  
Outcomes of Protocol-Driven Care of Critically Ill Severely Anemic Patients for Whom Blood Transfusion Is Not an Option. 
     Shander A, Javidroozi M, Gianatiempo C, Gandhi N, Lui J, Califano F, Kaufman M, Naqvi S, Syed F, Aregbeyen O.  

Vox Sang. 2016 Feb 25.  
Activity-based costs of plasma transfusions in medical and surgical inpatients at a US hospital. 
     Shander A, Ozawa S, Hofmann A. 

Transfusion. 2016 Mar;56 Suppl 1:S94-S102. 
Patient blood management: the global view. 
     Shander A, Isbister J, Gombotz H. 

Pain Med. 2016 Mar 19.  
SoluMatrix Diclofenac: Sustained Opioid-Sparing Effects in a Phase 3 Study in Patients with Postoperative Pain. 
     Argoff C, McCarberg B, Gudin J, Nalamachu S, Young C. 

Anesth Analg. 2016 Apr;122(4):1216-9 .  
What is the PROPPR Transfusion Strategy in Trauma Resuscitation? 
     Janelle GM, Shore-Lesserson L, Smith CE, Levy JH, Shander A. 

Echocardiography. 2016 Apr 3.  
Transient Ischemic Dilatation during Stress Echocardiography: An Additional Marker of Significant Myocardial Ischemia. 
     Kataoka A, Scherrer-Crosbie M, Senior R, Garceau P, Valbuena S, Cleutkiene J, Hastings JL, Cheema A, Lara A,  
     Srbinovska-Kostovska E, Hessian R, Poggio D, Goldweit R, et al. 

Expert Rev Hematol. 2016 April 7:1-9  
Transfusion practices and infectious risks. 
     Shander A, Lobel GP, Javidroozi M. 

Curr. Opin Anaesthesiol. 2016 Jun;29(3):438-45. 
The patient with anemia. 
     Shander A, Javidroozi M. 

Eur J Cancer. 2016 Aug; 63;189-200. 
Chemotherapy dose intensity predicted by baseline nutrition assessment in gastrointestinal malignancies: A multicenter analysis. 
     Klute KA, Brouwer, J, Jhawer M, Sachs H, Gangadin A, Ocean A, Popa E, Dai T, Christos P, Shah MA. 

http://www.ncbi.nlm.nih.gov/pubmed/26660052
http://www.ncbi.nlm.nih.gov/pubmed/26721645
http://www.ncbi.nlm.nih.gov/pubmed/26615852
http://www.ncbi.nlm.nih.gov/pubmed/26631936
http://www.ncbi.nlm.nih.gov/pubmed/26635068
http://www.ncbi.nlm.nih.gov/pubmed/26807684
http://www.bing.com/images/search?q=images+of+research+study&qs=n&form=QBIR&pq=images+of+research+study&sc=0-33&sp=-1&sk=
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If you are interested in working with the Clinical Research Center, please email  
Jamie.Ketas@ehmchealth.org or Renee.Lockwood@ehmchealth.org for more information on the required  

documentation and training. 

Jamie Ketas 
Director, Clinical Research Center 
Jamie.Ketas@ehmchealth.org  
201-894-3418 

RESEARCH 101 

GETTING STARTED AT EHMC 
 

The EHMC Institutional Review Board (IRB) must approve all human subjects research proposed at EHMC.  The 

types of studies submitted and reviewed range from internal reviews of medical records to multicenter, randomized 

clinical trials of experimental drugs.  For all clinical research studies, the EHMC IRB requires every member of the 

study team to be trained and qualified.  The first step in that process is to submit a current (dated within 3 years): 
 

1) Curriculum vitae (CV), and  

2) Certificate of training in the Protection of Human Research Participants.*   
 

 For new clinical researchers, the National Institutes of Health (NIH) provides a free course in the Protection of 

Human Research Participants, which can be found at:  https://phrp.nihtraining.com/users/login.php.  

DRUG TRIAL 
PHASE 

DEFINITION 

%  OF DRUGS 
THAT MOVE 

TO THE NEXT 
PHASE 

I 

The first investigation of a potential new drug in humans, to determine how the drug reacts in 
the body, and how the body reacts to the drug – how it is absorbed, distributed and metabolized  
by the body. Typically conducted in 20 - 100 healthy volunteers or people with the disease/
condition. 

70% 

II 
The first study to focus on the clinical effectiveness of the drug, which is done by testing it in 
patients with the disease. At this stage, the studies also determine any short-term side effects 
and safety risks associated with the investigational drug. 

33% 

III 

Studies carried out in large numbers of patients, comparing the investigational drug with the 
best existing treatment or the standard of care in that particular disease. If positive results are 
obtained, all data to date is compiled and an application is made to the Food and Drug Admin-
istration (FDA) to request a license for clinical use. 

25 - 30% 

IV 

Also known as post-marketing studies, these are conducted after the drug is approved by the 
FDA and may include thousands of patients. These registry trials are generally designed to 
evaluate the long-term safety and efficacy of a drug, and to test it in a “real world” setting of 
daily clinical practice.  

N/A 

CLINICAL TRIAL PHASES 
 

EHMC is an active clinical site for several multicenter, investigational drug trials.  The Investigational New 

Drug (IND) process, as outlined by the Food and Drug Administration (FDA), is designed to determine if a new 

drug is safe and effective in its proposed use(s), and whether the benefits of the drug outweigh the risks.  The 

only pathway for a new medicine to become commercially available is through the IND process, which requires 

a drug to make it through several clinical trial phases.  Due to the intense monitoring required during phase I 

trials, EHMC participates in more late phase trials than early phase ones.  However, our growing participation in 

all clinical trials provides our patients with early access to the next generation of drugs, and contributes to the 

successful completion of the testing required to bring new drugs to market.   


