CLINICAL RESEARCH WARD

Integrating efficacious and workable gene therapy procedures into the health care system would signal a major development in medicine. This requires proper development of its scientific underpinnings and validation of its utility to patients with carefully designed, controlled and evaluated clinical trials.  Once the production process is completed and the Investigator New Drug File approved by all necessary Institutional Review Boards, the product enters the clinical stage. 
The Gene Therapy Institute clinical research ward carries out phase I and II clinical trials. These entail design, intervention (i.e. therapy with experimental drugs), follow-up and instruction. Studies are conducted by investigators of the Institute and their collaborators from Hadassah Medical Organization, as well as by extramural investigators under the supervision of the Director of the Institute. clinical studies at the Institute require the official approval of the Hadassah Medical Organization Institutional Review Board and the Institutional Safety Committee.
Floor plan
The Clinical Ward is situated on the same floor as the other sections of the Institute. Its functional diversity requires a unique layout. The ward comprises the following elements:

1. 
An outpatient clinic - made up of two rooms, for diagnosis and follow-up.

2. 
Two day-care hospitalization units, each designed for four patients: a pediatric day-care unit, and an adult day-care unit.  Both are designed to offer patients and their families a friendly and comfortable environment, and are fully equipped (with oxygen, compressed air, suction, and ECG monitors) to provide emergency assistance, should the need arise.

3. 
Two treatment rooms, equipped for both routine and emergency care, as well as invasive diagnostic procedures (such as bronchoscopy).

4. 
A long term hospitalization room for one patient. 

5. 
Two fully isolated protective isolation hospital rooms, each with a separate HEPA filters ventilation system, for one and two patients, respectively. Each room is equipped with a private lavatory and shower, a small refrigerator for the use of the patient, and reclining armchairs for visitors. Each isolation room has an adjacent anteroom, where visitors and staff may wash hands, and don clean coats and masks. Patients in isolation are treated in their rooms.

6. 
Patients and visitors have at their disposal a well equipped kitchen.

7. 
The nursing area includes a nurse’s station, a room for the head nurse, and a staff room for nursing personnel. A public announcement system covering the clinic, treatment rooms, as well as hospital and outpatient wards can be operated from the nurse’s station.

8. 
Two storage rooms:
a) A storage room for equipment that must be connected to a power source at all times (e.g. IVAC).
b) A storage room for other supplies (e.g. laundry, respiratory equipment, disposable items).

9. 
A small clinical laboratory for the handling of diagnostic material and with the potential of conducting bedside clinical lab assessment e.g. urinalysis or blood smear microscopy.

Computer systems are accessible from each of the unit’s rooms. 

Patients 
The patient population of the Gene Therapy Institute is very diverse and the range of diseases treated very wide. Patients may be children or adults. They may be suffering from congenital diseases, such as SCID, or acquired diseases, such as cancer or hepatitis. Different organs may be affected, such as the brain, the liver, or the bone marrow, to name just a few. The unit is thus geared to treat a variety of patients with diverse treatment protocols, each case having its unique problems and needs.

Treatment with experimental drugs
The different options for drug treatment require that staff be able to assess the possible adverse effects of each option. Drugs may be administered intravenously, transdermally, by inhalation, or by direct injection into the tissue. The experimental nature of the treatment demands that staff monitor the patient closely for allergic reactions to foreign protein (e.g. fever, chills, headaches, muscle pains, nausea or vomiting). The administration of experimental drug treatments, both in a single dose and in multiple doses, requires a long follow-up that would allow the detection and treatment of possible side effects, both in the short term (e.g. anaphylaxis or disorders of the central nervous system) and in the long term (e.g. fatigue or capillary leak syndrome).
