PART II - DATA SHEET
 1.
Is this study designed to potentially benefit subjects?   YES                NO               
 2.
Name of sponsor (e.g., Federal agency, drug company, private foundation, etc., or none): 
 3.
List ALL drug(s)/device(s) used in the study.  Include phase designation(s), IND/IDE (Investigational New Drug/Investigational Device Exemption) number(s) and holder of IND/IDE or indicate if commercially available. 


DRUG/DEVICE
PHASE
IND/IDE#
HOLDER                                     

 4.
Ages of subjects (inclusive, e.g., 18-65):  MALES             through             yrs       FEMALES             through             yrs 
 5.
Source of subjects:  INPATIENTS          OUTPATIENTS           OTHER (e.g., Students/Employees/Community)          
 6.
Will recruitment materials be used?  YES               NO               (If YES, seek IRB approval prior to use)

 7.
Amount of monetary compensation (if applicable):  $                        
 8.
Does the protocol include:
YES
NO


Mentally impaired or retarded subjects
        
        
[Specific justification is required for approval to


Pregnant women
        
        
include these populations.]


Dead fetus
        
        
Does the protocol exclude:



Non-English speaking subjects
        
        
[Specific justification is required for approval 


Women of reproductive potential
        
        
to exclude either of these populations.]
 9.
Identify non-routine research items/procedures for which subject will pay: 

10.
Number of subjects you request approval to enroll (this site):             Number of completors needed (this site):           
Is this a multicenter study?  YES              NO             
   Number of subjects to be enrolled, all sites:                 
11.
Will ionizing radiation (e.g., x-ray) or radioactive materials be used for research purposes?  YES       NO     .  If YES, then (i) attach pages 2, 3 & 4 of the IRB Radiation Information Packet [the Worksheets] (ii) specify the risk category here [I, II or III]:           and (iii) indicate whether copies of the approval letters of the Radiation Safety Committee and/or Radioactive Drug Research Committee of the study sites are        attached or        are pending.

12.
STUDY SITES:    UTHSCSA           (Medical, Dental, Nursing, Allied Health, etc. Schools)    

            University Clinic 
CTRC (Cancer Therapy Research Center)              


            AMVAH (S TX Veterans Healthcare System, Audie Murphy Div)  
GCRC (General Clinical Research Center-VAH)              


            KVMC (S TX Vet Healthcare System, Kerrville Div) 
VAOPC (S TX Vet Healthcare System, Outpatient Clinics Div)             

            UH (University Hospital)
UHC-D (University Health Center - Downtown)              


            SRHCC (Santa Rosa Health Care Corp.)
UCRC (Univ Clinical Research Center at Pyramid Plaza)             


            SASH (San Antonio State Hospital) 
 OTHER:                                                                         
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