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The Rogosin Institute Progress Report

January 2006 - December 2006

General Institute Information

The seeds of The Rogosin Institute (RI or The Institute) were planted in 1955 within the Medical Center that was then known as The New York Hospital-Cornell Medical Center. The Institute was officially established as an independent non-for-profit corporation in 1983 with close affiliations with NewYork-Presbyterian Hospital (the Hospital or NYP-Hospital) and Weill Medical College of Cornell University (the Medical College). It subsequently became a sponsored membership in NewYork-Presbyterian Healthcare System, Inc.; established research laboratories at The Rockefeller University; and developed collaborations with other institutions and industry.  RI’s programs are growing and advancing in kidney disease (including dialysis and transplantation), cardiovascular disease related to cholesterol and other lipid problems, endotoxemia, diabetes, cancer, and international medical problem solving.

The RI staff has increased to 371 people. The Institute’s MDs and PhDs who work in RI’s Manhattan facilities have appointments at the Hospital and the Medical College.  Several of these professionals also have appointments at The Rockefeller University (RU).  RI’s operating budget is currently 43 million dollars a year.  At of the end of 2006, RI’s endowment was 14 million dollars.  Five percent of the endowment is used annually for operating expenses.

Albert L. Rubin, M.D., director and CEO of The Rogosin Institute reported that significant progress was made in 2006:

● The NewYork-Presbyterian Hospital’s Kidney Disease Program was ranked #5 by “US News and World Report”.  The Rogosin Institute’s Kidney Center  is a major contributor to this ranking.
● Renovations of RI’s Manhattan Dialysis Center treatment areas and waiting room were completed to provide more efficient and comfortable dialysis in an uplifting environment.

● The Susan R. Knafel Polycystic Kidney Disease (PKD) Center expanded in the number of patients being treated and in the number of people who are entered into the PKD registry.  Research involving genomics and proteomics is underway (refer p. 10).

● FDA approval of a Phase I trial of RI porcine-pancreatic-islet macrobead therapy for diabetics with hypoglycemic unawareness is expected in the Spring of 2007 (refer p. 22).

● FDA approval for Phase I studies for cancer macrobead therapy was received in May 2004.  Five patients have been treated to date, and a sixth patient is being entered as of the time of this report. (refer p. 23)

● In 2006, 238 kidney transplants, the highest number to date at our center, were performed.

● Fund raising has been noteworthy with substantial contributions from Mr. & Mrs. Hamish Maxwell, The Starr Foundation, Knafel Family Foundation,  Benjamin and Seema Pulier Foundation, Leir Charitable Trust & The Ridgefield Foundation, Edith C. Blum Foundation, The Heckman Foundation, RI Tree of Life Gala, RI Golf Invitational, organizations and individuals. (refer p. 4)

● Substantial expansion of RI Dreyfus Health Foundation programs around the world has occurred. (refer p. 31)

RI Board of Directors

● Sidney R. Knafel, Managing Partner, SRK Management Company continues as chairman of RI board that has twenty-three active members and one emeritus member.  The board meets quarterly.

● Special committees of the board include: Executive, Audit, Compensation, Corporate Compliance, Finance and Nominating and Patent and Technology.

● Morton Certilman and Stuart Frankel were elected to the Board in September 2005.
● Special guests attending RI board meetings in 2006 were Linda Macaulay and Edy Freedman. 

The Rogosin Institute Membership for Medical Professionals

The Rogosin Institute professional membership, with the approval of RI board of directors, was redefined.  The current categories of membership are: Member; Senior Member; and Adjunct Member.  These are defined as:

● Member shall be a salaried physician or PhD employee of The Rogosin Institute who has an integral role in development and implementation of The Rogosin Institute activities.  Members shall be appointed for a renewable term of two years by the Appointments and Promotions Committee of The Rogosin Institute.

● A Senior Member shall be a Rogosin Institute Member who has been on The Institute’s payroll eight or more years.  Senior Members have a special distinction of being entitled to share benefits from RI inventions developed while they are Senior Members.

● An Adjunct Member shall be an individual who is not a salaried employee of The Rogosin Institute and yet whose professional activities contribute significantly to The Rogosin Institute programs.  Adjunct Members shall be appointed for a renewable term of two years by the Appointments and Promotions Committee.

At the end of 2006 RI had six Members, eighteen Senior Members and seventeen Adjunct Members.

During the year 2006:
● Jon Blumenfeld, M.D., became a Senior Member, and was promoted to Professor of Clinical Medicine, Weill Medical College of Cornell University.

● Two physicians joined the RI Staff as Members in July:

James Chevalier, M.D., completed residency training at Weill Cornell Medical Center and was a Nephrology Fellow at NewYork-Presbyterian/Weill Medical College of Cornell University.
Jun Lee, M.D., completed residency training at Weill Cornell Medical Center and was a Nephrology Fellow in addition to being in the ABIM Research Pathway Fellowship Program at NewYork-Presbyterian/Weill Medical College of Cornell University.  His last two years of his Research Pathway Program were devoted to Transplantation Research.

● One physician joined the RI Staff as a Member in November:

Frank Liu, M.D., a graduate of Weill Cornell Medical College completed residency training in Internal Medicine and a Nephrology Fellowship at the University of California in San Diego.

● Choli Hartono, M.D., left The Institute in June 2006 to become a nephrologist at Massachusetts General Hospital and to be closer to his fiancé who lives in Boston.
RI Corporate Compliance Committee (CCC)
Robert Riggio, M.D. continues as the RI Corporate Compliance Officer with daily responsibility for implementation, direction and operation of the CCC programs.  Myra Fasner, Human Resources director, is the administrator of RI’s CCC that meets quarterly.  

Health Insurance Portability and Accountability Act (HIPAA)

The Rogosin Institute HIPAA activities continue under the guidance of Mary Mescher, RI Vice President of Operations and Daniel Levine, PhD, RI Security Officer.  Complying with HIPAA’s regulations, The Rogosin Institute developed a booklet for patients.  The booklets, available in English, Spanish and Chinese, are given to all RI patients defining RI’s privacy policy. HIPAA posters were also framed and posted in areas of The Institute as required by HIPAA.

Human Resources (HR)

In late March 2006, the Human Resources department moved into newly renovated and decorated space.  The new area has its own entrance, spacious reception area, file room and comfortable offices for staff.  

Employee Benefits are under the jurisdiction of Human Resources.

● Effective January 1, 2006, The Institute added a new, higher level dental plan to its dental package.  This plan provides a higher level of coverage and reimbursement for most out-of-network dentists.

Training Programs continue with:

● Workshops: in sexual harassment prevention for physicians and managers; in general corporate compliance regarding billing and coding issues for physicians and nurse practitioners; and in workplace accident avoidance for managers.

● Programs in corporate compliance and sexual harassment avoidance at all three Rogosin Institute Dialysis Centers.

● Orientations for newly hired personnel. 

● Programs for all new hires and interns regarding The Institute’s policies and procedures regarding HIPAA Security to comply with regulations. Reviews and update of HIPAA Security is included in annual in service for all Institute and dialysis staff. 

Employee Appreciation Day
The Rogosin Institute recognized the contributions of all our employees with a plentiful lunch at each facility in May of 2005 and 2006. The lunch was well received by all our staff and will be continued in 2007.

The RI Intern Program is administered by Human Resources.  Interns must be at least 16 years of age and they are paid by The Rogosin Institute for their services.  In 2005 and 2006, The Institute had 15 interns including 4 (juniors and seniors) high school students, 9 college students and 2 social work students. Individuals were assigned to work in areas of their particular interest, which included Human Resources, Computing Services, Clinical Research Laboratory, Manhattan Dialysis Center, Dreyfus Clinic, Comprehensive Lipid Control Center and Pre-Transplant Social Work.

Networking Luncheons for interns were held by Human Resources during the students’ time at   The Institute.  These sessions provided the opportunity for the interns to get acquainted with each other, with RI directors and various professionals and with research and clinical programs throughout   The Institute.

Development

Contributions $10,000 and over made to The Institute between January 1, 2006 and December 31, 2006 are (donors to the Gala are not listed individually):

The Starr Foundation




       
2,200,000

Mr. Hamish Maxwell





1,000,000

R.I. “Tree of Life” Gala



         
   488,328

Mr. & Mrs. William Macaulay



   200,000

RI Golf Tournament





   166,966

Knafel Family Foundation



          
   150,000

Mr. Hugh Adams





   150,000

Four Friends Foundation




   125,000

The Ridgefield Foundation




   125,000

Mrs. Agnes Gund





   102,250

Mr. Randy Froehlich





   100,000

Four Friends Foundation




   100,000

Benjamim & Seema Pulier Foundation                                     100,000

Ms. Rena Shulsky





   100,000

Horace W. Goldsmith Foundation



     66,000

Mr. & Mrs. Paul Taylor




     51,000

Lawrence M. Gelb Foundation



     50,000

Edith C. Blum Foundation




     45,000

Albert L. Rubin, M.D.





     41,075

Louis & Rachel Rudin Foundation



     40,000

Mrs. Barbara Swarz





     33,285

M4 Consultants





     31,000

Mr. Nelson Peltz





     25,000

Mrs. Myrna Ronson





     25,000

Mary White, M.D.





     25,000

The Heckman Foundation




     21,000

Mr. & Mrs. Heiman Gross




     19,825

Dr. & Mrs. Kurt Stenzel




     16,083

Mr. & Mrs. Arnold Tracy




     15,600

Max Merchandising, LLC




     15,293

Mrs. Jane Dragone





     15,000

Mr. & Mrs. Morton Certilman



     14,700

Dr. & Mrs. Marc Rubin 




     14,250

Mr. William Coleman





     13,206

Mr. Peter Gould





     11,200

Georgia-Pacific Corporation




     10,000

Mr. Richard Giordano





     10,000

Mr. Sidney Kraines





     10,000

Novartis Pharmaceuticals




     10,000

In Memoriam

Carolyn Diehl, M.D.

The Rogosin Institute sadly reports the death of one of its most valued members and esteemed colleague, Carolyn Diehl, M.D. Carolyn was the director of development and public affairs and vice president, development for over 20 years.  She worked tirelessly to obtain funding and recognition for The Institute.  Her compassion, kindness and true humanitarian spirit provided support for all RI’s patients, families and friends.  

RI Quality of Life Fund

Special funding at RI continues to be sought in order to better the lives of patients by helping them with individual needs, both medical and non-medical, and by providing happy occasions for patients, both by individual or group activities.  Funding is used for medications, canes, wheelchairs as well as tickets for family events, assistance with hemodialysis co-payments when traveling, and other financial assistance to ease stress and bring some joy into the lives of our patients. 

In addition to the general Quality of Life Fund to which anyone may contribute, RI has funds named for benefactors who continue to support them: Kathy Hess Fund and Swartz Fund. In 2006 a new quality of life fund, The Dr. Carolyn Diehl Patient Care Quality of Life Fund was initiated in memory of Dr. Carolyn Diehl.   The Dr. Diehl Quality of Life Fund will also be used for the RI Patient/Staff Holiday party in addition to medical and non-medical needs of patients.                                         

In February 2006, a Valentine rose was given to every patient on dialysis. In December 2006, a 

fleece blanket and a 2007 pocket calendar was given to every patient at all RI centers. On December 10, 2006, the annual Patient/Staff holiday party was held at St. Vartan’s Church Hall, NYC.  It was thoroughly enjoyed by the many adults and children who attended.
Volunteer Activities and Events

RI Annual Golf Invitationals under the leadership of two RI board members, Charles Rizzo and Ralph Hochberg, and direction of MaryAnn Alfano, Creative Events, have continued since 1991.

Events Held in 2006:

● Fifteenth RI Annual Golf Invitational- at Old Westbury Country Club, Long Island on Monday, July 10, 2006 netted $166,996.

● RI participation in National Kidney Foundation Walkathon on October 1, 2006.

● The Rogosin Institute “Tree of Life Gala” at The University Club in NYC on March 28, 2006.  Stephen H. Weiss, Managing Director, Neuberger, Berman, LLC and Chairman Emeritus, Cornell University Board of Trustees, with supporting honors to Bruce Gordon, MD, Chief Operating Officer and Director, RI Comprehensive Lipid Control Center, and to RI’s Board Members, Charlotte Ford, Dana Hiscock, Esq. and Arnold Tracy, Esq. Stephen Weiss played a key role in the initial formation of RI and remains a loyal friend and enthusiastic proponent of all our programs.  Dr. Bruce Gordon has been involved in the development of all CLCC services and in the creation and expansion of RI’s clinical research programs.  RI long-term Board Members were recognized for their leadership and support in the formation and advancement of The Rogosin Institute. The event grossed $476,545 and netted $371,294.

● Gerda Kominik Art Exhibit- on Saturday, September 30, 2006, Gerda Kominik, renowned artist and friend of RI, had a showing of new paintings at Broome Street Gallery for RI friends with any sales to benefit RI.  

● Ninth Annual Barbara S. Gould Peritoneal Education sessions on November 4, 11, 18.

● RI Patient/Staff Holiday Party on December 10, 2006.

Volunteers 
  The Rogosin Institute has volunteers assisting in the Jack J. Dreyfus Clinic.  One volunteer assists    with administrative functions such as filing and the other volunteer acts a patient liaison.  
Additional volunteers help coordinate fundraising events. 

Public Affairs

RI Publications

● RI’s four newsletters, “The Rogosin Institute Development Newsletter,” “The Rogosin Institute Dialysis Newsletter”, “The Rogosin Institute Transplant Newsletter” and “Heartbeat” (RI’s Comprehensive Lipid Control Center newsletter), continue to be published periodically and are available on RI’s Website- www.rogosin.org.

● RI’s manuals, the “RI Patient Educational Program: Hemodialysis Access” and “Targets for a Healthy Heart,” are also available on RI’s Website.

● RI’s Transplant Manual  in conjunction with NYPH was reprinted and given to every transplant patient.
Advertising

Radio 

● The Rogosin Institute resumed the Neil Simon radio ad beginning 9/25/06 to run through 4/29/07 on WCBS-AM, WABC-AM and WQXR-FM.  Minor adjustments to the existing spot were made to the ad to mention the website.   

In addition, a 15 second spot on WNYC will begin January 1- March 30, 2007. 

Newspaper Print

November 18, 2006, RI kidney transplant patient and family were interviewed for Newsday article.  Drs. Wang and Kapur were mentioned in the article.
Website
The Rogosin Institute’s website will be redesigned during 2007.  The office of development and public affairs is reviewing the project with a few different website developers.  After the website design group is selected, the new website should be active in approximately four months.
Rogosin Kidney Center (RKC)

Clinic Care; Dialysis; Transplantation

General Information

Rogosin Kidney Center includes:
● Out-patient care for kidney disease in the RI Jack J. Dreyfus Clinic (refer p. 9).
● Dialysis in The Rogosin Institute out-patient centers in Manhattan, Queens and Brooklyn and in RI’s in-patient center (Ralph J. Bunche Dialysis and Apheresis Center in NewYork-Presbyterian Hospital/Cornell) (refer p. 11, 12, 13, 14, 15, 16).
● Kidney and pancreas transplantation by The Rogosin Institute David D. Thompson Transplantation Center at NewYork Weill Cornell Medical Center (refer p. 16).

● In-patient care on The Rogosin Institute Wing in the Greenberg Pavilion of NewYork-Presbyterian Hospital/Cornell (refer p. 17).

● Nephrology consultations for patients in NewYork-Presbyterian Hospital/Cornell (refer below).
Rogosin Kidney Center, directed by Kurt Stenzel, M.D., has: 

● The Governing Body, that reports to RI Board of Directors.  The Governing Body, comprised of physicians, nurses and administrators representing all dialysis programs of RKC, meets monthly to discuss ways of enhancing current programs, developing new programs, dealing with any current issues and planning for any foreseeable issues that might affect the care of our patients.   

● RI’s Quality Assurance Committee (QA) that reports to RKC Governing Body.  The Committee, under the direction of Robert Riggio, M.D., meets monthly.  Dr. Riggio also represents The Rogosin Institute at QA meetings of NewYork-Presbyterian Hospital/Cornell.

Rogosin Kidney Center nephrologists continued as the designated nephrology group for NewYork-Presbyterian Hospital/Cornell. 

RKC Renal Consultation Services, under the direction of Stuart Saal, M.D. and John Wang, M.D., PhD continue to serve NYPHospital/Cornell. 

RI’s Computerized Program, Chris’s Medical Information System or MIQS, continues to be most important in the care of patients and in research.  Special tutorial sessions are held by Dr. Jonathan Lorch to update the staff about usage of the program.

Investigator-Initiated Clinical Research Studies in renal disease at the end of 2006 numbered 18.

Rogosin Kidney Center continues to conduct professional educational efforts: 

● Weekly renal educational meetings for staff (including Fellows) and visiting renal associates are held with the Division of Nephrology of the Department of Medicine, Weill Cornell Medical College.

● Monthly nephrology staff meetings are conducted by Dr. Stenzel.

● Monthly staff meetings to keep the RKC physicians informed about all programs throughout The Institute.

● A weekly Fellow-oriented Journal Club, organized by the Fellowship program, is attended by RI physicians.

The Nephrology Fellowship Program, under the direction of Phyllis August, M.D. (Department of Medicine Division of Nephrology), continues to utilize RKC renal facilities for training.  The basic program is two years although Fellows may elect to spend a third year in research.

On June 8, 2006 the Fellows were honored at their graduation dinner hosted by The Institute, the Division of Nephrology and NYP Hospital’s Department of Transplantation Medicine and Extracorporeal Therapy.  Two of the five, James Chevalier, M.D., and Jun Lee, M.D., joined RI staff.  Dr. Chevalier is currently focusing his activities in the PD unit and hospital based nephrology patients and Dr. Lee is specializing in transplant patients. As of July 1, 2006, the Fellowship Program had four first-year and four second-year trainees.

Beginning in 2007, candidates will apply to the fellowship program under a new process called ERAS (electronic resident application system).  On December 1st applications can be downloaded and submitted.  A review committee including Drs. Silberzweig, Saal, August and Suthanthiran was set-up to review these applications.  On December 1, 2006, RI received a record number of 350 applications for the Nephrology Fellowship Program. This number has doubled over the past fifteen years. Of these applicants, 24 were selected for interviews and four were selected for the Program.  Applicants selected for interviews meet with two attendings, senior Fellows and Program Director.  Almost all RI attendings participate in the interview process.

Nephrology at NewYork-Presbyterian Hospital has been listed in the top ten consistently since “U.S. News and World Report” included nephrology as a category.  NYPH was rated as #5 in nephrology.  RKC plays a primary role in this ranking.

The Rogosin Institute Jack J. Dreyfus Clinic

The Jack J. Dreyfus Clinic, under the direction of John Wang, M.D., PhD, continues as the renal outpatient service for The Institute and also for Weill Cornell Medical College Nephrology Division of the Department of Medicine.  During 2006, the overall number of patients who received care in the Dreyfus Clinic increased by fifteen percent and the number of new patients increased by fifteen percent from the previous year.  The Clinic had well over 15,000 patient visits in 2006.

Increased growth of the Dreyfus Clinic has resulted from increased growth of the RI Susan R. Knafel Polycystic Kidney Disease Center and of the kidney transplant program.  The number of transplants performed increased from 89 transplants in 2004 to 238 in 2006.  

The following staff members were added to the Dreyfus Clinic in 2006 to accommodate this increased growth and to continue the exceptional quality care provided in our clinic: Lisa Walters, N.P., nurse practitioner, Roberta Billman, R.N., nurse educator, Cate Cody, R.N. and Lisa Conway, R.N.   

Structural growth was necessary to make room to accommodate the pre-transplant program in the same area as the post-transplant program at the Dreyfus Clinic.  The peritoneal dialysis program was relocated to 71st Street and this space used for the expansion of the clinic.  Plans are now in place to move the Peritoneal Dialysis unit back to the Helmsley Medical Tower (1st Floor) and to expand Immunogenetics and Transplant Center in the vacated space on 71st Street.  In addition, a second reception area was created to improve the flow of patients. 

Patients come to the Dreyfus Clinic for:
● Diagnosis, evaluation and management of their kidney problems to try to prevent end stage renal disease.  Often patients have underlying diseases that may also be treated at the Clinic.

● Monthly checkups and/or medical problems when on hemodialysis treatments at RI’s Manhattan Center.

● Follow-up care after receiving kidney and pancreas transplants by RI Transplantation Center at NewYork-Presbyterian Hospital/Cornell.  In addition, the Dreyfus Clinic is frequently the care facility of choice for patients transplanted elsewhere in the country and, internationally.  The Clinic is uniquely suited to its role of providing comprehensive care to post-transplant patients.  The staff provides medical interventions as needed and ongoing teaching and emotional support for many years after the transplant.

In addition to services provided directly by physicians, patients at the Clinic may receive prescribed intravenous treatments for fluid replacement, medications and blood transfusions in a familiar setting and with a friendly staff. Another service provided is 24-hour blood pressure monitoring.  This provides an accurate guide to evaluation and treatment of hypertension.

Three new staff physicians were added to the Dreyfus Clinic this year. Drs. James Chevalier and Jun Lee, both of whom were RI fellows and Dr. Frank Liu, trained at UC San Diego, joined the Dreyfus staff in 2006. 

The Dreyfus Clinic is a center of learning:

● Renal Fellows from the Department of Medicine at NewYork Weill Cornell Medical Center currently care for patients under the supervision of an RI attending physician.  A “Fellows Curriculum” with duties and responsibilities in the Dreyfus Clinic was developed by the Clinic and has greatly helped the educational and care process.

● Visiting Fellows from other institutions rotate through the Clinic.     

● Selected students attending Weill Medical College of Cornell University are apprenticed to an RI physician for a specified period of time. 

● Medical-assistant interns and RI student interns also spend time in the Clinic.

Polycystic Kidney Disease Center (PKD Center)

The Rogosin Institute’s Susan R. Knafel Polycystic Kidney Disease Center, utilizing space within the Dreyfus Clinic, opened in July 2002 and is the first in the New York area.  The PKD Center was named in memory of the late wife of Sidney R. Knafel, Chairman, RI Board of Directors and member of The RI Scientific Advisory Board.

The director of the Knafel Center is Jon Blumenfeld, M.D.  He is assisted by nurse practitioner Stephanie Donahue, CRNP.

Polycystic kidney disease is the most commonly inherited cause of kidney failure requiring dialysis and transplantation, affecting approximately one in every 1000 individuals and more than 500,000 patients in the U.S.  Currently, two hundred patients with PKD are followed by Rogosin Institute nephrologists.

A PKD Patient Repository that is administered by the Knafel PKD Center was established in December 2003 at The Rockefeller University General Clinical Research Center.  One of the few programs of its kind in this country, the repository provides a registry of confidential patient information to characterize the relationship between the complications of PKD and the genetic mutations that cause PKD.   One hundred thirty-three patients are enrolled in this repository and patient recruitment continues.

The goals of the PKD Center are: patient care; genetic screening; counseling; education; and patient oriented research to identify strategies to delay end stage renal disease (ESRD).  Basic research utilizing genomics and proteomics is planned to explore the link between genetic mutations and the clinical expression of PKD.  Results of the research may have application to other kidney diseases and to other chronic diseases including cancer.  

PKD is an incurable disease for which there is currently no specific treatment.  However, recent 

Studies in animal and cell models of PKD have identified new drugs that slow the progression of kidney cyst development and kidney failure.  We are participating in clinical trials to test the efficacy of these drugs.   (refer page 26)

Collaborations have been established with the National Polycystic Kidney Disease Foundation and its local chapter as well as the National Kidney Foundation of Greater New York.

Funding responses from patients, patients’ families and foundations have been gratifying.

Dialysis

General Dialysis Information

The Rogosin Institute offers patients with chronic renal failure all types of effective dialysis therapy: in-center hemodialysis; home hemodialysis; home nocturnal hemodialysis (HNH) and peritoneal dialysis (PD) --- both chronic ambulatory peritoneal dialysis (CAPD) and continuous cycler peritoneal dialysis (CCPD) --- all available to patients living in the greater Metropolitan area.  Transient patients (visitors to the area) can be dialyzed in-center.  HNH can be arranged for patients living anywhere providing they have the necessary home setup, Internet access and a backup care facility.

The Institute continually works to: improve dialysis treatments; provide transplantation as an alternative; and conduct research with the aim of some day eventually being able to manage kidney disease without the need for dialysis or transplantation.

Vascular access, surgically created, primarily by Drs. Michael Goldstein and  Sandip Kapur, is created in a patient’s arm for use in the dialysis treatments. Vascular access is the lifeline of the dialysis patient.  The Transonic Monitoring Device, funded by the late Maria Balint in April 2002, is used by a dedicated RI technician to evaluate patients’ accesses in all RI’s three dialysis centers.  When a problem is detected, the patient is sent immediately to either Interventional Radiology at NYP Hospital/Cornell or to American Access, 14th Street, NYC for resolution.  In most situations, patients can resume dialysis the same day.  However, if these efforts fail, surgical intervention is required.  The incidence of clotted accesses necessitating creation of a new access has been reduced by more than 90% with the use of the Transonic Device.

The “2006 Dialysis Facility Report”, based on data from the Centers for Medicare and Medicaid, and produced by The University of Michigan Kidney Epidemiology and Cort Center indicated  that during 2002-2005 there were 27% fewer deaths than expected at our dialysis facility (p<0.05) and 23% fewer Hospital admission than expected.
The Rogosin Institute Manhattan Dialysis Center

 The Helmsley Medical Tower

Hemodialysis
The co-directors of the RI Manhattan Dialysis Center are Drs. Jeffrey Silberzweig and Jonathan Lorch.  The administrator is Ms. Pat Antoniello.  

The census at the end of December 2006 was 240 patients being treated in-center plus five patients on home hemodialysis and twenty-four patients on home nocturnal hemodialysis.  About one-half of new patients come from self-referrals and many come from NYP Hospital referrals.  Patient satisfaction is high and RI staff is continuing its campaign to improve quality of patient care.

Renovations of the waiting area, hallway and main RI entrance were completed in 2006.  These changes provide more comfortable space and additional seating in the waiting areas.

Home Nocturnal Hemodialysis (HNH) 

HNH is hemodialysis done at home by the patient while sleeping generally six nights a week for eight hours per treatment.  The patient is monitored remotely.  The program that began development at RI in May 2001, the first such program in Manhattan, continues making strides under the direction of Jonathan Lorch, M.D.  The first RI patient began HNH on September 5, 2002 and by December 31, 2006 twenty-four patients were being treated and feeling remarkably well.  Ten patients were on the waiting list.  The dialysis is slower than standard three times per week dialysis and more closely simulates the kidneys’ functioning.  The cardiovascular system is more stable, blood pressure is better, controlled erythropoietin requirement is less and diet and fluids are not restricted.

An in-center program was begun at RI Queens Dialysis Center (refer p. 14) to treat patients willing to come for two hour dialysis six days a week.  This program developed from both The Institute’s HNH program and RI success in restoring the health of very debilitated patients by intensive daily dialysis over a long period of time in-hospital or in-center.  Results of conventional four hour dialysis three times a week, of HNH six nights a week and of shorter two hour in-center dialysis six times a week are to be compared.  With RI’s new dialysis approaches, The Institute has become a center for rehabilitation of patients whoa re failing to thrive on conventional hemodialysis.

Peritoneal Dialysis (PD) 
The Rogosin Institute has one of the largest PD programs in the New York Metropolitan area and maintains high standards of care as reflected by one of the lowest rates of infectious complications (peritonitis) in the country.  The vast majority of patients have achieved the required goals for anemia and bone disease, dialysis adequacy and fluid status, as recommended by the “Dialysis Outcome Initiative” program of the National Kidney Foundation for patient care.  The PD medical care team includes co-directors Drs. Jhoong Cheigh  and Roxana Bologa, with the assistance of James Chevalier, M.D., Registered Nurses, Beverly Castillo, supervisor, Bambi Lanto, Nutritionist, Diane Lieberman, Ph.D., and Social Worker, Marianna Seay, LCSW.  Administrative Assistant, Christine Gordon, left to pursue a nursing degree and a replacement is being sought.

Renal fellows rotate in the PD Unit for at least one month during their 2 year training at Weill Cornell Medical College and the NewYork-Presbyterian Hospital.  Social work students from Fordham University are joining the program during their internship.

Peritoneal Dialysis is a form of dialysis that is being utilizes the highly vascular cover of the intestines and the lining of the abdominal cavity as the dialysis membrane. An indwelling catheter is surgically placed through the abdominal wall and out into the peritoneal cavity.  Dialysis fluid is infused into the abdominal cavity and then drained out several hours later through the catheter, either manually (CAPD) or by a small, automated device (CCPD). CAPD is performed with exchanges of fluid four to five times a day manually by the patients and CCPD is performed with fluid exchanges done by an automated device usually at night while the patient sleeps.  PD treatment is done by the patient at home (or elsewhere) and by parents or caregivers for children.  Training in the technique is provided at RKC for patients, parents and caregivers.  PD patients are closely monitored by the nurses and physicians, and are required to come to the PD center once a month for evaluation including blood tests.

In 2006 the PD center enhanced its educational activities.  Many educational programs were organized and well attended by the patients.  Among the topics were; facts and fiction of peritoneal dialysis optimization of blood pressure and fluid control by using the appropriately available dialysis solutions, preventing dialysis related complications such as high cholesterol, anemia and bone disease.  An important and well received monthly seminar has been organized for patients with chronic renal failure to inform them about the various options for dialysis therapy and to discuss these options with them and their families. These meetings are funded by The Rogosin Institute’s Barbara Gould Memorial Fund. These meetings were much appreciated by the patients due to the positive impact on the patient’s daily life.  A support group has continued since 2005 under the leadership of Marianna Seay, LCSW.     

Peritoneal Dialysis patient census at the end of December 2006 totaled 33 patients (30 adults and 3 children).  RKC has one of the largest PD programs in the New York Metropolitan area.  

The unit is actively participating in clinical research pertinent to PD patients.  (see page 27)

A move of the PD training facility was necessary to accommodate the Dreyfus Clinic expansion for the Pre-Transplant Program.  In the near future, the PD unit will be relocated again to the same building at RI allowing patients to be closer to the clinic and transplantation area.

RI Social Services in Dialysis
Social workers are vital in the care of patients.  They provide direct support and encouragement to the patients and assist with concrete issues as they arise.

The staff of RI Manhattan Dialysis Center includes three full-time certified social workers, Marianna Seay, LCSW, Senior Social Worker, John Smith, LCSW and Cindy Cohen, LCSW.  Barbara Desiderio, LCSW, is the post-transplant social worker.  A new pre-transplant social worker is being recruited.

Fordham University’s School of Social Work-Internship Program at RI, which was initiated by RI social workers, continues.  This program is separate from the internship program administered by RI Human Resources. In 2006, two Fordham University interns, under the supervision of RI’s certified social workers, helped provide services for patients at The Institute.  These interns received academic credit toward their degree.

Patient Programs include:

● Monthly updating of information on bulletin boards in the Center.

● Patient advocacy meetings where patients are able to discuss issues arising in the Dialysis Center.

● Peritoneal Dialysis support group – bi-monthly led by Marianna Seay, LCSW.
● Monthly pre- and post- transplant support groups led by RI Transplant social worker Barbara Desiderio, LCSW.

● Patient participation in educational events such as RI Peritoneal Educational Seminars.

● Patient participation in Quality of Life Fund events to bring joy into their lives, such as RI’s Annual Holiday Party, free raffles for tickets to the circus, theater and movies. (refer p. 5).

● Quality of Life Fund assistance with patients’ medical needs and personal needs such as help paying rent and telephone bills, obtaining furniture, etc. (refer p. 5).

● Social work assistance for travel to other units – social workers encourage patients to travel and coordinate treatments at other dialysis units.

● Social work assistance with completing health care proxy forms etc.

Nutrition Services

In addition to their vital patient care activities, RI Manhattan Dialysis Center’s dietitians, participate in RI clinical research studies (refer p. 26):

The dietitians also work with the transplant group, performing nutritional assessments as part of the patients’ pre-transplant evaluation.  This is ensures that patients are in optimal nutritional status when they begin the transplant process.  Patients are also followed after the transplant in order to maintain good nutrition and to correct any problems related to transplant medications.

The Rogosin Institute dietitians are active in the local professional organization, the Council on Renal Nutrition.  Diane Lieberman, PhD, RD, CSR, recently became chair-elect and Stacey Adams, RD, MPH, Treasurer.  This group serves to promote education and professional support to the renal professional community in the New York metropolitan area.

The Rogosin Institute Queens Dialysis Center

The staff of this free standing unit currently includes:  co-directors, Drs. Gail Frumkin and Dalia Frumkin, nurse practitioner, Barbara Casazza, N.P.; Facility Administrator, Migdalia Barekzi, R.N.; Nurse Managers, Racquel Edralin Ramos, R.N. and Macaria Pabelonia, R.N., nurses; technicians; receptionist; bookkeeper; two full-time social workers and one full-time and one part-time dietitian.  Dr. Jeffrey Silberzweigis in overall charge of our Queens Nephrology Program..

The census at the end of December 2006 was 195 patients.

The daily in-center dialysis program, mentioned under HNH (refer p. 12), was implemented in January 2003.  Two patients are being treated with increased frequency and have noted marked improvement in their clinical symptoms.

A peritoneal dialysis program is scheduled to begin during 2007.

The Rogosin Institute Brooklyn Dialysis Center

At New York Methodist Hospital

The Brooklyn Dialysis Center is under the direction of Kotresha Neelakantappa, M.D. and Lawrence Stam, M.D. with the assistance of William Figueroa, M.D. and Ghassan Ashkar, M.D.  Ramya Ramakrishnan, M.D. recently joined the group.

The census at the end of 2006 was 160 patients.

Plans to expand the Center by two stations have been made.  A Certificate of Need (CON) has been filed and approved.  Construction will begin early 2007.

New staff members this past year included Kim Thompson, R.N., Carol Baginski, R.N., Hyesue Ma, R.N., Juehyun Song, R.N., Melissa McClain, R.N., Phyllis Zimmerman, LMSW, Stephen Dellacroce, R.D. and Miguel Garcia, Facility Technician.

The first RI Brooklyn Dialysis Center Newsletter was published in March 2006 with articles written by the administrator, social worker and one of the patient representatives.  Plans are to publish the newsletter quarterly.

Fistula First- Focus on Cannulation- Nationally and internationally recognized guidelines for vascular access care in ESRD patients have been accepted by the Centers for Medicare Services (CMS) for the “Fistula First” project that is currently underway.  At an American Nephrology Nurse Association conference in February 2006, current recommendations for increasing AV fistula use in hemodialysis were discussed.  Methods to evaluate and monitor the maturation of a new AV fistula, the procedure for initial cannulation of a new AV fistula, and proper procedures for routine cannulation of a mature AV fistula were reviewed.  A task force was formed in the Brooklyn Dialysis Center in March 2006 so that the recommendations could be applied to our patients and opportunities to improve could be identified.  The task force members include: Dr. Neelakantappa, Sylvia Rolon, R.N., Nurse Manager, Hazel Phillips, R.N., Nurse Manager, Nurna Lopez, R.N., Keith Willabus, L.P.N., John Hill, patient care technician and Joel Nurse, patient care technician.

The Rogosin Institute Ralph J. Bunche Dialysis and Apheresis Center

in the NewYork- Presbyterian Hospital/Cornell
This center, with co-directors Drs. Jhoong S. Cheigh and Jeffrey Silberzweig, is located on M2 of NewYork- Presbyterian Hospital/Cornell.  The Center has ten dialysis stations and dialyzes patients who are: in hospital, new on dialysis and awaiting transfer to outpatient facilities, or too ill to be dialyzed in a regular outpatient unit.  The Center also provides dialysis at the bedside in the ICU’s of NYPH.  Abby Scheuer, N.P. is an important and integral part of the clinical team.  

During the year 2006, the center performed 6,643 dialysis treatments (1,646 outpatient treatments and 4,997 inpatient treatments).  Of the inpatient treatments, 1,321 were performed at the bedside for ICU patients.

The chemical and microbiological monitoring of dialysis fluids has been excellent.  Reports of endotoxins or positive cultures have been virtually nonexistent.  This can be attributed to the replacement of all our dialysis machines with technologically advanced Gambro machines, and in conjunction with BioMedical Engineering have upgraded our disinfection techniques.

Remotely monitored hemodialysis using MIQS and Gambro interface machines for ICU patients was instituted in late 2003 to apply some of overnight dialysis principles to provide slow, longer, stabilized dialysis.  This dual monitoring system during hemodialysis will provide safer and more effective dialysis for ICU patients and requires less staff.

With the help of Deborah Stetz (Nurse Manager of 2N Transplant), Terri Alfano (Assistant Nurse Manager of M2 Hemodialysis/Apheresis) and the NYPH Department of Nursing, some Transplant Nurses on the 2N Service have been cross-trained to perform dialysis.  This integration of both staffs has made the M2 Dialysis unit the beneficiary of additionally highly skilled nurses and gives the unit more flexibility in staffing and coverage.
The unit introduced a new series of dialyzers (Exeltra 170 and Exeltra 210) which provide a more efficient dialysis for both ultrafiltration and clearance.  The unit is also adding new dialysates (1.omEq/l potassium bath and Citrasate) which will make the dialysis process simpler and more effective.

Sharon White, R.N. is a M2 Hemodialysis/Apheresis Staff Member dedicated to apheresis nursing.  Sharon performs all apheresis, stem cell and LDL-apheresis treatments.  The Apheresis Unit performed approximately 1,100 treatments under the guidance of Dr. Bruce Gordon and Abby Scheuer, N.P. as well as the staff nurses.  As our transplant program has expanded, the plasmapheresis technique has been frequently utilized for kidney transplant recipients to remove antibodies against their donors either before transplant (to prevent rejection) or after transplant (to treat rejection).  We anticipate continued growth. 
Transplantation

The Rogosin Institute David D. Thompson Transplantation Center, under the direction of Dr. Saal, continues to expand its treatment and referral programs.  Dr. Saal continues to represent The Institute in NewYork-Presbyterian Hospital’s Transplant Service Line.

Additional clinical staff was hired to meet the needs of the increase in transplant patients; Lisa Walters, N.P., nurse practitioner, Verna Willis, transplant coordinator, Rachel Dowell, transplant coordinator, Allyson Pifko, data coordinator/transplant coordinator, and Aminda Jacobs, CSW, pre-transplant social worker. Additional administrative staff were hired and joined the staff in 2006; Jacquelyn Dilone, transplant assistant, Julie Krupa, living donor assistant and Keila Reyes, transplant receptionist/financial assistant.

In 2006, two hundred thirty-eight kidney transplants were done by the RI Transplant Center at NYP Hospital.  The highest yearly total to date.  Of the two hundred thirty-eight transplants, two hundred thirty-two were single kidney transplants, three were simultaneous kidney-pancreas transplants and three were a single pancreas transplant for a patient who already had a kidney transplant.  The primary source of kidneys was cadaveric – about two thirds and one third living. Surgery is performed at NYP Hospital/Cornell.  The team includes two surgeons who transplant the donated kidneys into the recipients—Sandip Kapur, M.D., (Surgical Director of the RI Transplantation Center) and Michael Goldstein, M.D., plus the surgeon who laparoscopy removes the kidney from a live donor, Joseph Del Pizzo, M.D.  Pre- and immediate post-transplant care is provided on The Rogosin Institute Wing of NYP Hospital/Cornell.  Dr. Stubenbord, who had been the surgical director, retired June 2005.

RI’s most recent results in transplantation, monitored by the United Network for Organ Sharing (UNOS) and published on the Internet, remain excellent.  All recipients have a 91% chance of having good results with their transplanted kidneys and little risk of complications.  The Institute’s program is among the best centers performing kidney transplants in New York State with more than double the success rate of twenty-one years ago.

Over the year there was also a continued improvement in long-term survival of kidneys from deceased donors.  The rate for one year survival of transplanted kidneys for RI is 96% versus 89% nationwide.  Improved results are due in part to the use of newer immunosuppressive agents and of drug treatment protocols that eliminate the use of steroids.

RI’s waiting list for transplantation continues to expand.  We have one of the largest kidney transplant waiting lists in the NY area – 607 patients.  This reflects not only RI’s popularity among physicians who refer patients to RI’s program but also, unfortunately, the inability, locally and nationwide, to obtain needed kidneys from potential donors, both living and deceased.  Because of the shortage of organs the average waiting time for a kidney was seven to ten years.  During 2006, this waiting time has been reduced at RI from 58 to 37 months and is the lowest waiting time reported nationally.  This reduction in waiting time is associated with the availability of organs from outside our area.  

A new donor-recipient exchange program, the first in the metropolitan area, to enhance live kidney donation began development in late 2003 as one of Dr. Saal’s initiatives in RI’s transplant program.  A patient who needs a kidney and has a live donor who is incompatible with the patient’s blood or tissue type is listed in the registry of the exchange program.  When two donor/recipient pairs are identified where the donor kidney of the first pair is compatible with the recipient of the second pair and the donor kidney of the second pair is compatible with the recipient of the first pair, two living transplants can be done at the same time.  The first such simultaneous transplantation paired exchange was performed in 2006 and all are doing well.

Special RI programs mentioned in the previous progress report continue.

● Steroid sparing transplantation, with only a few exceptions, is RI’s standard protocol for all types of transplants.  Solu-Medrol, thymoglobulin and other drugs are used the first five days post-surgery and after that no steroids are routinely administered.  Patients go home on only two immunosuppressants.  Thus patients avoid the side effects of steroids and the rate of acute rejection episodes are at the same time reduced below 10% from the usual 30 to 40%.

● Programs to transplant highly-sensitized-patients were instituted at RI in 2003.  Patients with a positive cross match or with increased antibody levels against a living donor are pre-treated prior to transplantation for with intravenous IG (immunoglobulin) and with Rituximab (an anti-T cell medication).

The transplantation data base program on the RI Intranet was completed at the end of 2003.  This provides data for evaluating results of transplantations, determining benefits of various treatments and analyzing RI’s research.  The database also helps generate accurate reports required by UNOS and others.  RI continues to accumulate data from all transplants to better assess quality outcomes and for research.

RI Immunogenetics and Transplantation Center (IGT) under the direction of Manikkam Suthanthiran, M.D. and Marilena Fotino, M.D., performs histocompatibility testing for four major metropolitan transplant programs: the RI Transplantation Center at NewYork-Presbyterian Hospital, Mt. Sinai Hospital, New York University Hospital and St. Luke’s-Roosevelt Hospital.  At the end of December 2006, IGT was performing tests for 2,600 patients awaiting kidney transplantation.  During 2006, IGT was involved in testing for 518 transplants: 475 kidneys, 10 pancreata, 4 small intestine, 14 hearts and 15 lungs. 
Due to a substantial increase in the Laboratory’s workload, seven technologists and one laboratory aid joined the staff in 2006.

For active kidney patients awaiting transplant, IGT has completed a large batch sera antibody screen using the latest solid phase technology, Luminex.  This new technology offers flow cytometric sensitivity for detecting HLA Class I and HLA Class II IgG antibodies.  The Luminex technology has also been adopted for DNA typing.

Darshana Dadhania, M.D., director in training of IGT, plays an active role in educating the renal Fellows using clinical on illustrate about the principles of HLA typing, cross match techniques and detection of donor specific antibodies.  Dr. Dadhania has completed the SEOPF (South Eastern Organ Procurement Foundation) Histocompatibility Course and is in the process of obtaining a Masters Degrees in Clinical Investigation.  This two-year program will enhance her ability to interpret and evaluate data generated in the laboratory which will lead to improvements in interpretation of the patients’ immunological risks and laboratory techniques to optimize patient care.

In October 2006, six members of the IGT staff attended the American Society of Histocompatibility meeting in California.

The Rogosin Institute Maurice R. Greenberg

Comprehensive Lipid Control Center
Clinical Programs

The RI Maurice R. Greenberg Comprehensive Lipid Control Center (CLCC) patient facility on York Avenue at 63rd Street, NYC, provides care for adults and children with cholesterol and atherosclerosis related problems.  An active clinical research program is also maintained at this facility.  The staff includes: director, Bruce Gordon, M.D.; director of the pediatric program, Lisa Hudgins, M.D.; two dietitians; a research manager; two research coordinators; an administrator and an administrative assistant.  

Patient care is the cornerstone of this program.  The CLCC is a resource locally, nationally and internationally for the therapy of patients who have lipid disorders. Most patients have abnormal lipid profiles and are trying to prevent future coronary related events.  Referrals are from family and friends of current patients, physicians at NY-Presbyterian Hospital or other hospitals.  The Center is open Monday through Friday from 8AM until 4PM.

Education remains an important feature of the CLCC clinical care program:

● Training at the CLCC continues for: visiting physicians; dietetic interns from NewYork-Presbyterian Hospital/Cornell and second year medical students as part of their epidemiology course at Weill Medical College of Cornell University.  A joint program with the Division of Endocrinology, NewYork-Presbyterian Hospital and Memorial Sloan Kettering Cancer Center continues to provide clinical experience to Endocrine Fellows via a clinical rotation at the CLCC. 

● Group dietary sessions conducted by CLCC dietitians for patients include two programs.  Sandra Pressman, M.S., R.D. directs a general group program.  A second group, initiated by Hedda Batwin, M.S., R.D., C.D.E, C.D.N., focuses on patients with elevated triglyceride levels or patients with diabetes.

● Thursday Morning Rounds continue weekly at the CLCC.  This is a CME accredited activity that is attended by: clinical and research staff from the CLCC; Theodore Tyberg, M.D., CLCC cardiology consultant from Cardiology Associates in New York City; and Alan Baskin, M.D., cardiologist from Bergen Institute in New Jersey.  Abby Bloch, Ph.D., from The Atkins Foundation, periodically attends these weekly rounds. Approximately once a month, a guest speaker talks to the group about his/her research interests.

● Educational materials created by the CLCC — the newsletter, “Heartbeat”, and the lipid manual, “Targets for a Healthy Heart” — continue to be distributed to patients.  The CLCC publications can be found on The Institute’s website (refer p. 6).

● Special educational efforts by Dr. Gordon and Dr. Hudgins continue in their speaking to medical audiences on topics related to lipids and heart disease.  

LDL-Apheresis

LDL-apheresis is the life prolonging extracorporeal procedure pioneered by The Rogosin Institute in the early 1980s for adults and children with genetically determined hypercholesterolemia resistant to conventional therapy of diet, medications and exercise.  Details of this program have been provided in prior progress reports.  The Rogosin Institute is the largest LDL-apheresis program in the U.S.  There are currently 21 patients receiving this therapy at The Rogosin Institute Ralph J. Bunche Dialysis and Apheresis Center located in NYP Hospital/Cornell.  Eight of the patients are homozygotes (inherited the gene from both parents).  They have the severest form of this disorder with heart disease typically occurring during childhood and without treatment they die at an early age.  The remaining ten are heterozygotes (inherited the gene from one parent).  These patients typically get heart disease during their fourth and fifth decades of life.  All RI patients on LDL-apheresis are doing well.

We have recently established a second LDL-apheresis program on the Helmsley Tower second floor outpatient area to accommodate.  This was due to the continued expansion of the program.

Approximately forty centers throughout the country now perform LDL-apheresis.  Dr. Bruce Gordon has been responsible for helping establish many of these programs.

RI Emulsion

The protein-free lipid emulsion (RI Emulsion), as discussed in previous reports, was developed by The Rogosin Institute scientists for prevention and/or treatment of endotoxemia due to bacterial infections. 

GlaxoSmithKline (GSK) completed a Phase II study in patients with sepsis.  A small benefit from the emulsion was found.  This benefit was insufficient for GSK to move forward with a Phase III trial.  The Institute, with support from Metromedia Company, is continuing to pursue the emulsion as a treatment for diseases where endotoxin plays an important role.  The next study will be performed in patients with elevated levels of endotoxin and kidney disease. 

Research

Refer to RI Clinical Research Program p. 25.

Refer to RI Research Laboratories p. 27.

The Rogosin Institute Xenia Division

Diabetes and Cancer

General

The Xenia Division of The Rogosin Institute, with its porcine (hog) islet Isolation Laboratory in the Bob Evans Farms, Inc. plant and RI’s adjacent free-standing building housing the RI Diabetes and Cancer Research Laboratories in Xenia, Ohio, continued excellent progress over the past year.  A staff of twenty-eight full-time personnel, in teams of management, housekeeping and maintenance, quality assurance, diabetes research, cancer research and animal facility, work together to forward the programs of the Xenia Division.  

Leadership: Dr. Lawrence Gazda has assumed the role of Manager of both the Diabetes and Cancer Research Laboratories.  In this capacity he has continued to strengthen both programs and has taken on the added responsibility of leading the efforts to ensure supplies of raw materials for both the islet and cancer macrobeads, develop the needed processes for automation of production of the macrobeads, and review all the quality control processes for ensuring the microbiological safety and functional efficacy of the macrobeads.  He has also taken on the major task of preparing the latest submission to the FDA for the islet macrobeads.  We hope to have approval for the Phase I study of the islet macrobeads in patients with severe diabetes in the first quarter of 2007.  Bryan Conn continues to direct the molecular biological studies of the cancer macrobeads in collaboration with Drs. Tom Parker and Dan Levine at the Rockefeller University.

Teamwork continues to be strong.  The Quality Assurance and Quality Control team under Deborah Hoffer continues to ensure that RI meets all regulatory requirements with regard to laboratory and manufacturing practice on an ongoing basis; the policies and procedures set out in the research Xenia Division Quality Manual for 2005/2006 are mandatory for all staff members, research fellows, student interns, contractors and vendors associated with RI Xenia Division.  The administrative team under Brian Doll keeps everything in working order.  With the prospects of launching a Phase II trial of the cancer macrobead late in 2007 and the launching of the Phase I trial of the islet macrobeads, all production, quality control, and administrative procedures are being reviewed so that necessary increased capacity (from 1,000 macrobeads per week to 20,000 macrobeads per week for the cancer studies, for example) can be assured in a timely fashion. 

Executive direction continues under Barry Smith, M.D., PhD, RI Member, Director of RI Xenia Division, and Richard Hall, Vice President of Production, Bob Evans Farms, Inc., Co-Director of RI Xenia Division.

The patent process for both the islet and cancer macrobeads continues to move along well, with both new US and international patents and having been awarded a third patent for its macrobeads on March 11, 2003—“Preparation of Agarose Coated, Solid Agarose-Collagen Bead Containing Secretory Cells.”

Diabetes

Lawrence Gazda, Ph.D and the Islet Macrobead Team has continued to the yield of islets obtained from a single hog pancreas.  This efficiency reduced the number of isolations required for studies and translates into a reduction in the number of porcine donors required for the proposed IND.  Where eight to ten pancreata  may have been required in the past, it is now down to two to three hog donor pancreata  to meet the needs of the average diabetic patient. In addition, greater functional longevity of the porcine-islet macrobeads in diabetic dogs has been achieved.  Both advances are highly significant for the human use of RI porcine-islet macrobeads.

The focus of the diabetes program in Xenia continues to center on the anticipated Phase I clinical trial of the porcine-islet macrobead. Over the past three years, in continuing response to the 2003 concerns of the FDA regarding the IND application for the use of these macrobeads, the following activities have been ongoing:

● Increasing the yield of islets from hog donor pancreata has been a major ongoing effort of the laboratory. A new biopsy pre-screening technique developed by Dr. Gazda has reduced the number of unsatisfactory isolations significantly such that isolations routinely produce islets numbers three to four times those previously obtained.

● Extensive health screening of the source animals.  The health of the hog donors continues to be excellent, and the animal health screening program that has been set in place has been validated.  

● Pre-clinical animal studies that met FDA requests were completed.  Studies were designed to address the concern that macrobeads could possibly rupture and directly expose porcine-islet tissue to the recipient.  The studies revealed no histopathological or biochemical toxicity of non-encapsulated porcine-islets put into normal animals.  Rapid and complete destruction of the islets occurred in non-immunosuppressed animals.  

● Studies in spontaneously diabetic BB rats validate the rationale for the implantation of agarose-agarose encapsulated xenogeneic islets in non-immunosuppressed spontaneously diabetic patients and  demonstrate the ability of the islet macrobeads to completely eliminate the need for exogenous insulin therapy for more than 200 days and to improve the health of the diabetic animals.  Importantly, no evidence of viral transmission, including a ubiquitous porcine retrovirus, has been found in any of the recipient tissues.  These studies also established that, in eliminating exogenous insulin requirements, islet macrobeads cultured for more than one year are equally as effective as macrobeads cultured for much shorter periods.  This has important implications in providing ample time for the necessary microbiological safety screening of islet macrobeads prior to their clinical use.  

● Studies in diabetic dogs have been completed. They have demonstrated the ability of porcine-islet macrobeads to eliminate or reduce the need for exogenous insulin therapy.  Extensive testing has revealed no evidence for viral transmission from the islet macrobeads.

● Validation of the tests used to screen the herds and individual donors for the presence of at least 16 viruses has been carried out in collaboration with the University of Minnesota Veterinary Diagnostic Laboratory.

● Validation of the viral testing proposed to the FDA for the macrobeads and the recipients of the beads (human and animal) has also been completed over the past three years, and the data is now ready for submission to the FDA.

All above data, plus the requested sensitivity data of various screening assays for the islet macrobeads, will be forwarded to the FDA early in 2007.  The overall response to the FDA concerns is more than 2,100 pages.  RI is hopeful that this submission will have addressed all remaining FDA questions and result in the granting of the IND license so that human testing can begin.

Three scientific papers were drafted and submitted for publication from 2004 to 2006.  Two more are currently in preparation: One of these papers has been published in Cell Transplantation Volume 14, pages 427-439. The title was “The Use of Pancreas Biopsy Scoring Provides Reliable Porcine Islet Yields While Encapsulation Permits the Determination of Microbiological Safety.” A second paper on the long-term culture of islet macrobeads has also been accepted by Cell Transplantation.  Other papers currently under review include those on streptozotocin induction of diabetes in model animals; the influences of diet on islet macrobead and the effectiveness of the macrobeads in BB rats.

An Innovative Grant was approved in 2003 for funding in 2004 by the Juvenile Diabetes Research Foundation International.  The grant, the work of which was completed in 2005, was a collaborative effort between Dr. Camillo Ricordi of The Diabetes Research Institute (DRI), University of Miami and The Rogosin Institute.  The focus of the proposal was the addition of perfluorocarbon to the macrobead coated with agarose.  Perfluorocarbons have a tremendous capacity to dissolve and release oxygen and are routinely used in the cold storage of a pancreas for organ and islet transplantation.  The research funded by this grant tested the ability of an oxygen carrier added to the islet macrobeads to provide a long-sought solution meeting the oxygen requirements of non-vascularized islet transplants.  It is believed that providing increased oxygen will significantly improve the viability and functionality of the encapsulated porcine-islets. Unfortunately, the experiments with this compound did not indicate superiority of the perfluorocarbon beads in vivo. Nonetheless, The Rogosin Institute is pleased with the award of this grant as recognition of the importance of RI’s porcine-islet macrobead program. Other efforts to enhance islet survival in the macrobeads are continuing.

Cancer

The Cancer Research Laboratory, now under the direction of Dr. Gazda, with the advice and assistance of Bryan Conn, who has focused his efforts on the molecular biological aspects of the cancer macrobead, continues to be involved in the development of a unique and potentially revolutionary cancer treatment that enhances “feedback control” to slow the growth of cancer cells and whole tumors.  RI scientists have demonstrated that RI’s agarose macrobead containing cancer cells (primarily mouse cancer cells known as Renca) controls cancer cell growth in vitro (laboratory test tube) and in vivo (in veterinary patients – cats and dogs with naturally occurring cancer resistant to all currently available therapy).  With the approval of the FDA for a Phase I trial in humans with advanced, treatment resistant cancer in May 2004, and local institutional approval for the trial in 2005, the first patient was treated in April of 2005.  Five more patients have been implanted with the macrobeads since then.

The Phase I Clinical Trial of the cancer macrobeads, a trial to determine the safety and tolerability of the macrobeads, has proceeded well to date.  Patients with tumors of varying types (bile duct, liver, rectal cancer, gastric and lung cancer) have been enrolled.  The sixth patient has prostate cancer.  Several more patients with lung cancer, breast cancer, gastric cancer and lymphoma are under consideration for completion of the trial, which is to involve ten patients. And two doses of the macrobeads, with the first dose now complete. To date, the macrobeads have proven to be both well-tolerated and safe. In addition, there has been evidence of a response to the macrobeads in all patients. Plans are now being made for the Phase II trial, the emphasis of which will be on the efficacy of the macrobeads as an anticancer therapy.

Scientific studies have continued at the same time with Thomas Parker, Ph.D., Daniel Levine, Ph.D., Bryan Conn, Eric David, M.D. and associates at RI’s Basic Research Laboratory in The Rockefeller University.  The initial results with Affymetrix gene chip assays identifying at least five cancer-related pathways that are regulated by the RI macrobead have been confirmed. Clear differences between the gene changes of mouse kidney cancer cells in the macrobead and in the freely growing tumors cells of various types have been documented. Efforts to identify the factors released by the macrobeads and responsible for the inhibitory effect have been continuing, but, due to the very low concentrations of these factors and their apparent lability, as well as binding to proteins, have proven difficult. Functionally, the macrobead, as stated before, produces a general biological phenomenon that has never before been described and shows that all cancers have something in common.  With its inhibition of neoplastic growth through simultaneous regulation of multiple genes/pathways, the macrobead can be considered as a natural method of delivering polytherapy via a single therapeutic agent.

A major issue for the cancer macrobead project at this time is the preparation for the Phase II efficacy trial.  Cancer macrobead production, now an entirely manual process capable of producing approximately 1,000 macrobeads per week, will need to be increased to 20,000 macrobeads per week eventually. This involves the need to automate the production and maintenance of the macrobeads prior to implantation.  This effort is nearing successful completion with the development of a robotic system to accomplish both the production and the maintenance. Other issues that have been successfully addressed include ensuring adequate supplies of raw materials for the increased macrobead production and changing to an agarose with better quality control and assured long-term consistency and supply.

The first formal scientific report of the cancer macrobead project has been prepared and, based on the initial review comments, is being revised for resubmission to a scientific journal.

The Rogosin Institute Clinical Research Program

Research to benefit patients as rapidly as possible has always been a very important function of The Rogosin Institute.  This includes industry-sponsored clinical research, federally funded clinical research and RI investigator-initiated research.  As the research grew, RI established in January 1999 a formal Clinical Research Program under the directorship of Dr. Bruce Gordon and managed by BJ Sloan.

Industry-Sponsored Clinical Research

Industry sponsored clinical research means that the funding is provided by the company that makes the drug or device being studied.  The research protocol can be developed by either the investigator or company.

Advantages of this research are:

● It puts The Institute at the forefront in developing new drugs.

● Patients not responding optimally to their current medication have the option of an alternative treatment.

● Patients in research studies are evaluated in much greater depth than patients not in studies.

● It often permits The Institute to create studies that are designed and run by Institute scientists but funded by the pharmaceutical company.  

Staff of the Industry-Sponsored Clinical Research, as of the end of 2006, consisted of five full-time coordinators, (including the clinical research manager, BJ Sloan) and one part-time coordinator and two part-time assistants.  Staff changes included: the addition of Andrew Kim as Clinical Research Assistant in the Manhattan Dialysis Unit; the addition of both Peter Meyers as Clinical Research Assistant and Chioma Okura as Clinical Research Coordinator in the Comprehensive Lipid Control Center;   the addition of Anna Gong as a Clinical Research Coordinator in the Rogosin Kidney Center; the addition of Edwin Nunez as a Clinical Research Coordinator for Polycystic Kidney Disease studies; the addition Artee Srivastava, N.P., as a Research Nurse Practitioner for cancer; and the departure of both Michelle Ashe and Angela Sanchez.  
The program has continued with RI studies at The Rogosin Institute in its Comprehensive Lipid Control Center, its Jack J. Dreyfus Clinic and its Manhattan, Queens and Brooklyn Dialysis Centers and with RI studies at NewYork-Presbyterian Hospital and The Rockefeller University.

Monthly Meetings for RI staff involved with clinical research continue.  The status of the projects is reviewed and problems in information collection and verification are addressed.  An educational component addresses new areas of research and the protection of persons participating as subjects in the studies.

Weekly rounds are held on Tuesdays for discussion of progress and problems for renal studies and on Thursdays for lipid studies.  These rounds are attended by those coordinating the day-to-day activities of the studies.

The areas of studies in the RI industry-sponsored Clinical Research Program include dialysis (hemodialysis, peritoneal dialysis and nocturnal dialysis), chronic renal insufficiency, polycystic kidney disease, hypertension, transplantation and lipids.

Active RI research of the industry-sponsored studies totaled twenty-two at the end of December 2006.

● Five dialysis: four in active enrollment; one in planning.

● Two PKD:  one active with enrollment closed, one in active enrollment.
● Five transplantation: two in active enrollment, including one investigator initiated, three active with enrollment closed.

● Five lipid: three in active enrollment; two active with enrollment closed.

Completed studies totalled nine: five dialysis (four completed, one withdrawn); one chronic renal insufficiency; one lipid and two transplants.
The pharmaceutical sponsors for the above studies are:
Active and pending studies: Abbott; Advanced Magnetics;Amgen; Angiotech; Astellas; AstraZeneca; Hoffmann-LaRoche; ISIS Pharmaceuticals; Merck, Otsuka; Pfizer; Schering Ploug; Takeda.

Completed studies: Abgenix; Amgene; Johnson & Johnson Pharmaceutical Research & Development, LLC, Kaneka, Panion & BF; Hoffman-LaRoche, Watson Laboratories.

Federally Funded Clinical Research

Federalwide Assurance (FWA) for RI remains in effect.
RI Investigator-Initiated Research

Funding investigator-initiated studies is initially done by The Institute as start-up support of a study and then other funding in the way of grants, private sponsorship, etc. is sought.

Specific studies at The Rogosin Institute include:

     Jon Blumenfeld, M.D.

● Autosomal Dominant Polycystic Kidney Disease Data Repository.
● Incidence and Cause of Hospitalization in patients with Autosomal Dominant Polycystic

      Kidney Disease (retrospective chart review study). 

●  Renin-Angiotensin System Activation in Autosomal Dominant Polycystic Kidney Disease (closed).
● Renal Allograft Cystogenesis in Polycystic Kidney Disease (closed).

      Roxana Bologa, M.D.

● Hemodialysis Related Fatigue and Endotoxemia (analysis in progress).

● The Impact of Dialysis on Quality of Life in patients with End Stage Renal Disease.

● Iron and Infectious Episodes in Patients on Peritoneal Dialysis (retrospective chart review study). 

● Rosuvastatin pharmacokinetics in patients with end stage renal disease undergoing peritoneal dialysis. This research is supported by a grant from the Investigator-Sponsored Study Program of AstraZeneca.

     Bruce R. Gordon, M.D.

● The Rogosin Institute Lipid Research Screening Program.
    Lisa C. Hudgins, M.D.

● Sensitivity to Fructose-Induced Palmitate Synthesis in End-Stage Renal Disease. This research is funded by The Robert C. Atkins Foundation and by Linda and William Macaulay.

● Carbohydrate-Induced Fatty Acid Synthesis in humans (Manuscript in preparation).

● A Comparison of the Effects of Conventional and Nocturnal Hemodialysis on the

   Inflammatory Response of Chronic Renal Failure.

● Safety and Efficacy of LDL-apheresis in Children (retrospective chart review study).

     Daniel Levine, Ph.D.
● Blood Draw for Laboratory Control Pools and for in vitro Cell Stimulation Studies.

     Robert Riggio, M.D.

● Measuring BMP-7 in Serum and Urine in patients with Chronic Renal Failure. This research is supported by a grant from Johnson & Johnson Pharmaceutical Research and Development, L.L.C.

    Stuart Saal, M.D.

● The impact of remote monitoring on nursing interventions for patients receiving slow dialysis in the intensive care unit.

     Jeffrey Silberzweig, M.D.

● Impact of high Aterio-Venous Fistula (ACF) flow on the development of heart failure in patients with Chronic Kidney Disease (CKD) on Hemodialysis (HD) awaiting renal transplant.

     Barry Smith, M.D., Ph.D.

● Implantation of Mouse Renal Adenocarcinoma Cell-Containing Agarose Macrobeads in the treatment of patients with End-Stage, Treatment-Resistant Epithelial-Derived Cancer.
Assistance is available from the investigator-related clinical research coordinators when needed.

The Rogosin Institute Research Laboratories

Maurice R. Greenberg CLCC Laboratory;

Iris & B. Gerald Cantor Clinical Research Laboratory

The Rogosin Institute Research Laboratories are located in The Rockefeller University.  They began with the RI Basic Lipid Laboratory of RI Maurice R. Greenberg Comprehensive Lipid Control Center.  With expansion, the RI Iris and B. Gerald Cantor Clinical Research Laboratory was added, with a special division of lipid metabolism research. Together these laboratories conduct both clinical and basic research.

Thomas Parker, PhD is the director and Daniel Levine, PhD. is the co-director of the RI Basic Lipid Laboratory. Dr. Levine, PhD is the director and Dr. Parker, PhD is the co-director of the RI Iris and B. Gerald Cantor Clinical Research Laboratories.  Lisa Cooper Hudgins, M.D., PhD, is in charge of lipid metabolism research.

The General Functions of The Institute’s Iris and B. Gerald Cantor Clinical Research Laboratory listed in the previous Progress Reports continue.

Rogosin Assay Designers

The Rogosin Assay Designers project has been completed after a four-year period.  Dr. Qing Wang, a research chemist, who worked for RI for three years, left The Institute.  During this period, the Clinical Research Laboratory strengthened its ties with the diagnostic and beta testing of the Randox Evidence biochip analyzer (see below).

Research in Cytokines 
Research agreements between the Cantor Clinical Research Laboratory and diagnostic companies are as follows:

● Diagnostic Products Corporation (DPC) The Laboratory continues to work with DPC in the area of inflammatory markers on the Immulite and Immulite 2000 analyzers.  The company has expressed interest in working with Drs. Levine and Parker as advisers as they approach the FDA for approval of inflammatory markers.

● Randox Corporation (a company based in the United Kingdom) had developed a microchip antibody array technology that permitted the simultaneous measurement of up to 25 analytes on the same chip, applicable to standard immuno-chemistry testing.  The Cantor Laboratory is a beta test site (a test site for a product still in development) for the Randox Evidence analyzer.  The Laboratory worked with Randox to standardize new cytokine and growth factor assays to reference material produced by the National Cancer Institute.  We remain advisers for issues related to standardization and FDA approval.  The analyzer was put into service for research contract work since April 2006.   

Contract for Laboratory Services Awarded by the Robert C. Atkins Foundation

Last year collaboration was initiated between the Cantor Laboratory and three clinical investigators supported by the Robert C. Atkins Foundation.  Studies looking at the role of cytokines and growth factors in low carbohydrate diets compared to high fat diets were developed with investigators from Duke University and the University of Connecticut.  The Foundation, after observing the synergy with these investigators, awarded the Laboratory a one-year contract in 2005 to serve as a core laboratory for all funded research nationwide to be phased in over three stages.  We began Phase I in 2005 and are currently in the middle where we work closely with the three investigators providing laboratory services.  In 2006, they extended this contract for an additional three years. Phase II involves creating an online HIPAA compliant database with remote access through a web browser to serve as a data repository for research funded by the Atkins Foundation.  Phase II involves providing laboratory services for all funded investigators.

The Cantor Laboratory is continuing to study the possible role of cytokines in the areas of atherosclerosis, diabetes, cancer and kidney disease.  These efforts may lead to the use of select cytokines as markers for these diseases in patients treated at The Rogosin Institute Maurice R. Greenberg Comprehensive Lipid Control Center and The Rogosin Institute Jack J. Dreyfus Clinic.

Molecular Biology Laboratory

RI is developing a Molecular Biology Laboratory to determining whether modern molecular tools will be useful for routine care.  The laboratory will focus on three areas initially.  The first is utilizing a cardiovascular disease DNA (SNP) array biochip capable of detecting 27 different polymorphisms that are known to cause atherosclerosis.  The initial work will focus on the validation of these new assays in studies performed at the Comprehensive Lipid Control Center.  One of the patient populations to be targeted is comprised of individuals who have normal lipid profiles but have documented coronary artery disease.  We may for the first time, be able to explain the cause of this disease using the biochip.  Currently this biochip is only available for research purposes.  It is hoped that a genetic test with good predictive value of who would be susceptible to coronary artery disease could be extremely helpful in determining the best care for these individuals.   

The second area involves pharmacogenomics or “personalized medicine”.  Patients will be genotyped in an attempt to determine their ability to metabolize drugs with the goal of being able to tailor prescriptions that will be better tolerated with fewer side effects.  We will look at patients taking lipid lowering drugs (statins) in the CLCC and transplant patients who often take multiple drugs to prevent losing their transplanted organs.  The most common statins and immunosuppressive drugs are metabolized by the CYP pathway (cytochrome P450).  Drugs that are cleared by one CYP enzyme may often act as inhibitors or inducers for other CYP enzymes.  Therefore, patients taking more than one drug may take one drug that causes toxicity with another drug through this mechanism.  The laboratory already has the instrument needed to develop blood tests to detect mutations in this pathway.  The tests will allow us to classify metablizers as poor, intermediate, extensive or ultra-rapid metabolizers.  Poor metabolizers may develop serious side effects, and extensive or ultra-rapid metabolizers may be insufficiently treated.  Further, the scientific literature has shown that a genotype screen can detect 90% of poor metabolizers at risk for overdoses.  We hope that this test will allow RI physicians to tailor a patient’s prescription for statins and other medications to reduce side effects and will ultimately lead to better patient compliance.

The third area involves detection of coagulation mutations in a group of dialysis patients that tend to clot their access frequently.  Patients will be genotyped for coagulation mutations and anticoagulation therapy can be modified in patients expressing one of the mutations.

RI has received a $5 million grant from The Starr Foundation and significant funds from Linda and William Macaulay to support the Molecular Biology Laboratory.  The laboratory will be named The Dr. Carolyn Diehl Molecular Biology Laboratory in honor of Dr. Diehl’s contribution to the advancement of RI’s scientific research and treatment programs.

Information Technology (IT)

The Rogosin Intranet, designed and implemented by the Database and Bio-Informatics group, managed by Rimma Belenkaya, under the supervision of Daniel Levine, Ph.D. provides tools that are routinely used by The Institute for everyday operations and for clinical and basic research studies.

Operational Areas include news, HR information, online phone and e-mail directory and document reporting.  The following research databases are available online: Transplant Database; Gene Array Data Repository; Clinical Protocol Management System and Document Repository.  These tools are the core informatics base for the major research project at The Institute: Cancer; Emulsion; Polycystic Kidney Disease; Kidney Transplant; and Recipient-Donor Cross-Match Program.  The structure of the Gene Array and Protocol Management Systems allow for managing of multiple research projects without any structural changes to the database or application.  The design of the systems also allows for adding custom components for each project.

Ms. Belenkaya together with Marina Balina, an applications programmer, developed a toolset for Quality Assurance review of gene sequence data.  This method involves the use of software tools, some of which are available on the Internet and some developed in-house for this purpose.  This toolset has been used for reviewing the Quality Assurance of gene sequencing data provided by Athena Diagnostics, Inc. of Wooster, MA as a clinical service for the PKD patients.  A future goal is to tailor this toolset for the QA review of gene sequence data for any clinically significant genetic disease for which reference sequences have been published.  

The IT group is developing the first national PKD ontology- a standard for PKD data collection.  This system will be built using Unified Medical Language System (UMLS), the national standard for medical terminology, and the ontology structure, the standard for creating knowledge bases.  The PKD ontology will allow for sharing and exchange of information between researchers in this field in a standardized way.  It will be the first open source of complete, organized patient information available to researchers in the PKD field.  Dr. Blumenfeld is working on this project which is part of a larger effort of creating a National Phenotyping System in collaboration with Rockefeller University Hospital.   

In addition to the development and evaluation of new tools and methods, the IT group continues to provide programming and statistical services for The Institute’s basic and clinical research projects.

In 2001, Dr. Daniel Levine and Ms. Rimma Belenkaya began an IT summer internship program.  Every year several students with different levels of education and various talents join the team.  They participate in all aspects of project development.  The interns are provided with a practical and demanding experience which often helps to launch their careers.  Ms. Balina began her career at RI as a summer intern and was subsequently offered a permanent position.  Now Ms. Balina supervises some of the interns.  Many of our interns have gone on to permanent positions at prestigious medical and scientific institutions.  The program will continue for this next summer 2007.

The Rogosin Institute

Dreyfus Health Foundation (DHF)
Summary of Progress in 2005-2006

General

The Foundation’s activities have continued to increase across the world.  The Regional Coordination program continues to function well, and the national teams in each of the thirty countries involved in the Foundation’s programs have increasingly taken ownership of the process.  Several now are completely self-sufficient and/or are raising their own funds to continue the programs. Since the inception of the Problem Solving for Better Health® (PSBH®) program, as of December 31, 2006, well over 30,000 better-health projects have been generated; 40,000 people have participated directly in it, and more than 20,000,000 people have benefited directly or indirectly from the projects with respect to both health and quality of life. A major addition to the PSBH® family of programs has been one designed specifically for nurses – PSBHN™ (Problem Solving for Better Health-Nursing™). This program has been very successful and has now expanded into eight countries, including the United States.  The largest of these programs are in China and India, although the Americas and Eastern Europe are also involved. The U.S. program is centered in the Mississippi Delta and is supported by the Northwest Community Foundation as part of the Partners in Nursing Program of the Robert Wood Johnson Foundation. 

PSBH®/PSBHI™
DHF’s Problem Solving for Better Health® (PSBH®) program and its multisectoral cousin, 

the Problem Solving for Better Health Initiative™ (PSBHI™) have continued to thrive.  In 2005 and 2006, a total of 218 workshops were held around the world – more than 100 per year.

· Transformation of Brazilian Slum Communities: Expansion of the PSBH® Healthy Communities Network of 60 slum (“favela”) communities (and more than 100,000 families) in and around Rio de Janeiro into a national network will enable the promotion of health and the achievement of a better quality of life for favelas (millions of families) all over Brazil.  The people of these communities will also become a political and economic force for the good. PSBH® is the official public health policy in Brazil at the national level – as part of the Family Health Program.

· A Partnership of Government and the People in Kujawsko-Pomorskie Province in Poland.  PSBH® has become an official part of the governmental health programs in Kujawsko-Pomorskie Province in Poland.  The Province is now officially a “Health Promoting Province.”  This program has already reached virtually all of the Province’s 2,000,000 citizens, many of whom have become Problem Solvers for Better Health.  The plan now is to replicate the PSBH® process in all 19 of Poland’s provinces (Voivodships).
· Changing Indian Health Care: Expansion of the present PSBH® program membership of more than fifty medical and nursing colleges in India to include all 150 medical and nursing colleges there is the goal.  The program here has already shown its capability for transforming Indian health care and the involvement of all student doctors and nurses in it will achieve that goal over the next several years.

· Quality Assurance and Continuous Improvement of Indonesian Hospitals: Expansion of the Problem Solving for Better Hospitals program in Indonesia from its current level of 54 major hospitals, to include all of the several thousand Indonesian hospitals scattered over its 15,000 islands from Irian Jaya to Java, will transform Indonesian hospitals in ways never before imagined. Coupled with the ongoing PSBH® programs for Indonesian medical and nursing students, as well as already trained physicians and nurses, Indonesian health care will be transformed.

· Transforming Life in the Mississippi Delta (and the U.S.): Mississippi has ranked 50th in many economic, education and health indices for years.  There is, however, a multi-sectoral community of people there who have been working with DHF and the PSBH® process, as well as their own commitment and ideas to make the Mississippi Delta a model for the nation in relation to economic, social, health, and cultural transformation.  The programs here range from job training, the development of new eco-friendly industries, and micro-credit, to education, health, and transportation improvements. A unique consortium of grass roots, political, business, educational, government, and health organizations and resources are poised to make this dream a reality.

· HIV/AIDS in Lesotho as a Tool to Transform a Unique Nation and People and to Provide a Model to Other African Countries and the World: A very different partnership between the government (Ministry of Finance and Development Planning and the Ministry of Health and Social Welfare) and the people of Lesotho, the Lesotho College of Education,  Boston University , and DHF (PSBH®) has laid the basis for a multifaceted transformation of Lesotho, including gender relations, economics, new business generation, education, health care, and even agriculture.  Spurred by its HIV/AIDS tragedy, Lesotho is poised to make remarkable changes in all these areas and present a new face to the world.  Spreading PSBH® to every corner of the country and every school will accelerate and greatly enhance this process.

· Changing the Face of Rural Health in China by Building an Army of Nurses as Primary Health Providers and Quality of Life Coaches: China is experiencing enormous societal change and economic success. Along with this tremendous growth have come enormous challenges, not the least of which are in rural health.  In fact, the rural health needs are particularly acute. There are no more barefoot doctors and no one is quite sure how to meet the enormous and growing need.  Nurses seem to be a very promising answer.  There are an estimated 1,200,000 nurses in China.  Most of them are vastly underutilized.  DHF’s PSBH® program for nurses has already been launched in more than ten nursing colleges and their affiliated hospitals.  In two schools, PSBH® has now involved more than 1,000 nurses each.  The goal is to build a health-care army of 100,000 nurses as a start.  As they spread the process to families and individuals all over China, the people will begin to take responsibility for their own health care and quality of life as well. This should affect at least 100 million people. Chinese health care will never be the same again. Five years should be sufficient to achieve this. Chinese history makes this goal realistic.  

CBH®
The Communications for Better Health Program (CBH® )

The Foundation currently is constructing a new website to go along with its project database so that better-health and quality-of-life project information and solutions to problems can be available to people all over the world. The Foundation’s newsletter, “Connections”, is also available on the Internet for everyone interested to see.  In addition, eight countries (Bulgaria, Cameroon, El Salvador, Ghana, Guyana, Jordan, Romania, and the Ukraine) are publishing health digests for national distribution.

Health Policy

With the scope and depth of the impact of DHF’s programs having grown so significantly and with the resultant implications of that success for the formulation of national and international health policy, the suggestion has been made that a health policy arm of the Foundation be established.  Accordingly, we have begun the development of a proposal to create such an institute within the Weill Medical College and thereby Cornell University.  Both the Dean of the Medical College and the President of the University have expressed interest in seeing such a proposal and discussing it further.  During the coming year (2007), discussion of this idea will see the proposal reviewed and discussions moved forward.

This progress report was prepared by 

The Rogosin Institute’s 
Development & Public Affairs Office. 
For questions/comments
call: 212-746-1552 or 

email: spieges@mail.rockefeller.edu.
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