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   The City of New York

Manhattan Community Board 8
Health, Seniors, and Social Services Committee

Lenox Hill Neighborhood House

331 East 70th Street, Auditorium

New York, New York

Monday, November 29, 2010, 6:30 pm

Attendance:  E Polivy, J Ludorf, D Breslin , public member M Blaney
Excused absence: M. Pike, B Rudder, S Pope, N Bondy

Absent: L Johnson

ProTECT STUDY FOR TRAUMATIC BRAIN INJURY
Chirag Surti and Dr Gregory Kapinos of NY Presbyterian Hospital presented on the ProTECT study for traumatic brain injury. Their EMS department is part of a nationwide NIH study for emergency treatment of patients with severe or moderate traumatic brain injury to determine whether giving an infusion of progesterone right away will improve the healing.  They are one of 17 hospitals participating. 

TBI is expensive to families and society.  The lifetime cost of care for a survivor of sevcere TBI can be greater than 4 million dollars.  The total yearly cost of TBI in the US was almost $60 billion in 2000. 

The inclusion criteria for patients is characterized by drowsiness, not understanding the doctors, weak, not protecting airways. Must have a blunt closed head injury.  They must start study medications within four hours of the injury. Time is of the essence.  The exclusions- No one under 18, allergy to eggs or progesterone, active Cancer, pregnancy or someone in police custody.  Patients are identified in the emergency room. 
If not breathing on their own they are helped to sleep for a week to protect the brain.
Progesterone is found in nature. It has been noted that animals who have higher levels of progesterone do better healing from blunt head injuries.  Many animal studies show that giving progesterone soon after a TBI may help treat brain injuries by reducing brain swelling and damage. 


Two small studies in humans showed that progesterone does not cause harm and may decrease the amount of brain damage from TBI.  They are now testing this premise in a larger study. 

Randomized 50% gets it, 50% placebo. Everyone gets at least the present standard of care for brain injury. In the study they get 4 days infusion. Afterwards they will call every month for 5 months. 6 months later they are given a series of pen and pencil tests. 


Risks are low. No higher progesterone than during a menstrual cycle. Possible risk of infections or elevated liver enzymes for some people or blood clots. 


Consent for treatment must be by legally authorized representative since the acceptable study patient will by definition be unable to give permission for treatment.  Since treatment must be given quickly in order to be effective, there may not be time to locate or contact the legal guardian. Therefore the study has been approved under very specific federal rules, called “exception from informed Consent” or EFIC. This will be invoked if the Legally authorized representative cannot be located within one hour of the patient’s arrival at the hospital. The patient will be started on the study drug without consent.  Once the representative is located, that person will be asked for consent. If consent is not granted, the study will be stopped. 

The default is being part of the study. To be able to use the “EFIC” rule in their study, they are required to notify the community and give people the opportunity to opt out. 


There is an opt out procedure for the study. If someone knows in advance that they do not want this study drug, they need to we an “ProTECTIII declined” bracelet at all tiem throughout the study period (approximately 4 years)  They will provide the bracelet to anyone who asks for one. 


If there are any questions regarding this study, you should contact the research office at NY Presbyterian Hospital. 

Chirag Surti, Clinical Research Coordinator, 212-746-2727 chs9097@nyp.org or Cristina Falo, PHD, Clinical Research Coordinator 646-305-6071 maf9135 @nyp.org  or go online to www.protectiii.com

RAMPART STUDY
We requested a follow up on the Emergency Department RAMPART status epileptic study. To date, 9 patients have been successfully enrolled and the study is going well.


GOLDWATER HOSPITAL MOVE 
The group discussed the projected move of Goldwater Chronic Care Hospital Center from Roosevelt Island to a new location in Harlem on the grounds of North General Hospital which was owned and closed by the state.  The City owns the land on Roosevelt Island. There is no information at this time about how that land will be used after the patients are moved and the hospital is closed. Suggestions included moving the patients to the unused hospital Randals Island.  Why build a new structure at time when the city is strapped for money? 
Ellen will ask the elected officials whether there is new news about Goldwater. And the  replacement use of the available land.  Ellen suggested that we might look into the idea of giving the displaced patients residences on Roosevelt Island, possibly in buildings 7,8 and 9 of the new Southtown buildings. 

