
 

NewBridgeNewBridgeNewBridge  
 

 

Summer 2011  
 
 

Dr Serena  in Rwanda  
 . . .shown here with Dr. Agnes Binagwaha, Minister of Health, 
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NewBridge Medical Research has partnered with SystagenixÊ  to develop a series of diag-

nostic tools for the wound clinic. ñIt will create a tectonic shift in the practice of wound care 

world-wide,ò noted Dr. Serena.  The preliminary results were presented at the European 

Wound Management Association meeting in Brussels this year. The diagnostic, to be called 

WoundChekÊ Protease Status, is being developed to 

rapidly detect elevated inflammatory protease activity 

in the wound bed. WoundChekÊ is  currently in a de-

velopmental trial in our centers.  It is clear from the re-

sults thus far that this test can tell the clinician with a 

high degree of certainty that a wound has stalled due 

to protease activity. Moreover, targeted protease modi-

fication improves healing rates. 

 

 

 

 

 One of the strengths of NewBridge is the ability to involve multiple centers in this study. 

To date, diagnostic trials have been conducted by the Principle Investigators (PIs) listed 

below at centers under SerenaGroup management, 

 

¶ Daniel DiMarco DO and Marc Mancinelli DO at St. Vincent Health Center, Erie, 

Pennsylvania. 

¶ Namchi Le MD and James Galbaith MD at Miami Valley South, Dayton Ohio. 

¶ Matt Sabo DPM at Armstrong County Memorial hospital, Kittanning, Pennsyl-

vania 

¶ John Samies MD at The Regional Medical Center, Orangeburg, South Carolina. 

 

  Additional sites are in the process of ethics committee approval in preparation for the 

next trial scheduled for August. 

Working toward superior outcomes  

    
ñA diagnostic tool that will create a  
tectonic shift in wound care .ò   
       Dr Thomas Serena MD FACS 

A MULTI-CENTER PROGRAM 



 

 

The Rwanda Initiative:                             (cover story) 

                  Circumcise 2 million adult males by 2012 ! 

 Dr Thomas Serena MD FACS , founder 

and President of NewBridge Medical Research, 

was invited to help design and conduct a clinical 

trial in Rwanda testing a new device developed by 

Circ Med Tech, Israel, to circumcise 2 million adult 

males in Rwanda by the end of 2012. 

  

 The World Health Organization (WHO) es-

timates that if all adult males in sub-Saharan Af-

rica were circumcised the incidence of AIDS 

would be reduced by 60%. 

   

 In a letter to thought leaders throughout the world, Dr Agnes Binagwaha, Permanent 

Secretary of Health, said ñThe Government of Rwanda has ranked HIV prevention as a top pri-

ority item, and wishes to decrease the HIV incidence in the country by 50%. As part of a holis-

tic HIV prevention approach, we decided to embark upon a process of national scale up of 

adult male circumcision (MC), as part of our short term plan. The national HIV prevention plan 

calls for voluntary MC of 2 million adults by the end of 2012.  

 

 ñWe believe the only way to accomplish this bold objective is via safe, effective, easy to 

use methods like The PrePex System. Accordingly, we launched a national study to assess 

this device. Following a successful feasibility study stage, we have launched the pivotal stage 

of the study.   

 

 ñWe have decided to invite global thought leaders to help us assess this device and 

provide us with collective wisdom, in order to expedite our important prevention goals.ò 

 

 The Rwanda Initiative was featured by the BBC on line. For complete coverage,  

visit the BBC site: http://www.bbc.co.uk/news/world-radio-and-tv-14231466 



 

 

 

 

 

1. A Prospective, Multi -Center, Randomized, Controlled Clinical Investigation of Der-

magraft® in Subjects with Venous Leg Ulcers (Advanced BioHealing)  

 Protocol #: ABH-DERMAGRAFT-001-08 

 Goal: To assess the safety and effectiveness of Dermagraft®, together with four layer 

compression bandaging therapy, in assisting the healing of venous leg ulcers com-

pared with conventional treatment of four layer compression bandaging therapy alone. 

 Locations: St Vincent Health Center, Erie, PA 

                 Armstrong County Memorial Hospital, Kittanning, PA 

 

2. A Prospective, Multi -Center, Longitudinal, Cohort Study of Dermagraft® in Sub-

jects with Venous Leg Ulcers: A Long -term Follow -up to the DEVO -Trial 

(Advanced Biohealing)  

 Protocol #: ABH-DERMAGRAFT-001-09 

 Goal: To assess the long term safety and effectiveness of Dermagraft® together with 

multi-layer compression bandaging therapy in assisting the healing of venous leg ulcers 

compared with the conventional treatment of multi-layer compression bandaging ther-

apy alone. 

 Locations:  St Vincent Health Center, Erie, PA 

                        Armstrong County Memorial Hospital, Kittanning, PA 

 

 

3. Safety and Efficacy of HO/03/03 10µg in the Treatment of Plantar Neuropathic Dia-

betic Foot Ulcers (HealOr, Ltd.)  

 Protocol #: HO-09-01 

 Goal: To determine the safety and efficacy of HO/03/03 in addition to standard of care 

versus placebo in addition to standard of care in the healing of diabetic foot ulcers. 

 Location: Armstrong County Memorial Hospital, Kittanning, PA 

 

 

 

 
Current  Clinical  Trials  



 

 

 

4. A Multi -center, Randomized, Controlled Clinical Trial to Evaluate the Safety and 

Effectiveness of Integra® Dermal Regeneration Template for the Treatment of 

Neuropathic Diabetic Foot Ulcers (Integra LifeSciences Corporation)  

 Protocol #: IDRT/DFU US-2009-3 

 Goal: To assess the safety and efficacy Integra® Dermal Regeneration Template com-

pared to a moist wound dressing (standard of care) in healing diabetic foot ulcers. 

 Location: St Vincent Health Center, Erie, PA 

 

 
 

5. Validation of a Point of Care Rapid Diagnostic Swab to Determine Protease Levels 

in Chronic Wounds (Systagenix)  

Protocol #: SOFIA-01 

Goal: To determine the accuracy of an investigational tool that tests for harmful en

 zymes called proteases. 

Locations: St Vincent Health Center, Erie, PA 

            Armstrong County Memorial Hospital, Kittanning, PA 

       Miami Valley Hospital, Dayton, OH 

       The Regional Medical Center, Orangeburg, SC 

       St Mary Mercy Hospital, Livonia,  MI 

  

6. A Long -Term Follow -Up Study of Subjects Who Were Previously Enrolled in Tis-

sue Repair Company -Sponsored Clinical Trials Using GAM501 (Tissue Repair 

Company)  

 Protocol #: SWHI-02 

 Goal: To evaluate the long-term health status of subjects who participated in the 

GAM501 study. 

 Locations: St Vincent Medical Center, Erie, PA   

        Warren General Hospital, Warren, PA 

 

7. A Randomized, Parallel Group, Dose -Ranging, Controlled, Multi -Center Study to 

Assess the Efficacy and Safety of Nexagon in the Treatment of Subjects with a 

Venous Leg Ulcer (CoDa Therapeutics, Inc.)  

 Protocol #: NEX-ULC-007 

 Goal: To assess the safety and efficacy of Nexagon combined with multi-layer com-

pression bandaging therapy in healing venous leg ulcers. 

 Locations: St Vincent Health Center, Erie, PA 

                   Armstrong County Memorial Hospital, Kittanning, PA 

                   St John Health System, Tulsa, OK 



 

 

Dr. Serena is committed to advancing the science of 

wound healing through his not -for -profit company, 

NewBridge Medical Research.  NewBridge held a 

course (March 2011) specifically designed to train cli-

nicians in the conduct of wound healing research.   

 

This 13.5-hour course in wound healing research is designed for 

physicians, mid-level practitioners, nurses, and other allied health professionals involved in the care of pa-

tients with chronic wounds to introduce research standards and techniques specific to wound healing.  Upon 

completion of this course, you will be able to recognize how research impacts practice performance and dem-

onstrate knowledge and understanding specific to your discipline through discussion, didactic, and hands on 

participation including: 

 

¶  The historical perspective of clinical research and the challenges in conducting research 

 

¶ Good Clinical Practice (GCP) including ethical treatment of human subjects, the role of the investiga-

tor and the informed consent process 

 

¶ Multi-layer Compression wrap technique and potential complications, including practice with faculty in              

put and competency testing 
 

¶ Statistics used in designing clinical trials including time to healing and percentage of closure at a 

given time point  

 

¶ Manual and digital photography and planimetry competency in the imaging and measurement of 

wounds 

 

¶ Debridement of chronic wounds in clinical trials including participation with scalpel and curette 

 

¶ Translating observation to data, and definition and reporting of adverse events 

 

¶ Putting principles into practice in wound healing research and the design of a clinical trial including 

creation of inclusion/exclusion criteria and choosing reliable and meaningful endpoints 

 

¶ Review of success and failure from the experience of over 50 clinical trials including analysis of the 

pitfalls and enjoyment of wound healing research 

 

  The international consensus on diagnostics was held in Cape Town South Africa in January of 

2011.  Dr. Serena attended along with thought leaders from around the world. The group compiled a 

statement on the latest advances in wound care diagnostics.  This has culminated in a consensus 

document.  The SerenaGroupÊ as the world leader in diagnostic research has made this document 

available to all of its physicians and hospital partners. 

The first annual course on wound healing research held 
in Key Largo Florida . . . 

International consensus on diagnostics held in Cape Town, South Africa 



 

 

  

 
ñHow many wounds could a WoundChek check if a 

WoundChek could check wounds?ò 

 
 

 The greatest unmet need in the field of wound care is reliable diagnostic testing. All too 

often we treat complex chronic wounds empirically; that is to say, we use whatever worked on 

the last patient.  This pattern is evident when considering the variability in practices across the 

United States. It is even more apparent when you factor in the work of David Margolis on am-

putation rates. David analyzed the CMS data on diabetic foot ulcers and amputation and found 

that one of the greatest independent risk factors for amputation is where you resideðif you live 

in certain areas of the US, the first thing you should do if you develop a DFU is call a long dis-

tance moving company. 

 We at NewBridge Medical Research have 

partnered with Systagenix Inc. to conduct clinical 

trials for the Diagnostic test they have in develop-

ment. We have completed nine clinical trials to 

date and what I can tell you for certain at this early 

stage is that a workable diagnostic protocol will 

result in a tectonic shift in the way wound care is 

practiced.  The first anticipated diagnostic device, 

WoundChek, is being developed to detect inflammatory derived protease activity. To borrow a 

phrase from the British, ñIt is Brilliant.ò  Preliminary data that I presented at the European 

Wound Management Association meeting in Brussels, demonstrated the correlation of ele-

vated protease activity with stalled or non-healing wounds, it is likely that the WoundChek test 

will be positive. Additionally, instituting targeted protease modulation improved healing rates. 

The results of these studies are soon to be published and presented at the various wound care 

meetings. 

 The Earth has already begun to shake. 

To read all of Dr Serenaôs blogs, join us at www.serenagroup.net/blog 

 From our blog page   . . .  



 

 

ABOUT US  

 
 NewBridge Medical Research has conducted more than 50 clinical trials, ranging from 

novel antibiotics to bioengineered skin, growth factors, and platelet gels.  

 NewBridge is recognized internationally as being in the forefront of wound healing re-

search. Our large patient volume affords us the ability to conduct clinical trials for all of the ma-

jor pharmaceutical and device companies.  

 We conduct research at all of our wound care clinics, which has resulted in more than 

75 published papers and over 175 presentations worldwide. Our clinical trials make novel 

treatments available to a patient population with diabetes and venous insufficiency while pro-

viding a modest revenue stream for our hospitals.  

 NewBridge is incorporated as a 501(c)3 non-profit corporation dedicated solely to im-

proving the science of wound care in the US and throughout the world.  

 For additional information regarding research and clinical trials, please contact us at  

(814) 230-7000 or info@serenagroup.net. 

  

Find us on the web: www.serenagroup.net  

twitter.com/SerenaGroup1 

www.facebook.com/SerenaGroup1 

  www.linkedin.com/company/serenagroup 

Follow us:  

www.serenagroup.net/blog 

311 Pennsylvania Ave. West 

Warren, PA 16365 

814-230-7000 

info@serenagroup.net 


