FORM RO-13H

RADIATION USE PROTOCOL (HUMAN USE)

Complete the following items if you have indicated on the RO-1 form that you will be using ionizing radiation sources in humans.  Return the original and one copy to the Office of Scientific Affairs, 1015 Chestnut Street, Suite 1100.  Use additional sheets of paper as necessary.

Principal Investigator_______________________Phone ext._______

Title and Department________________________________________

Co-Investigators and Departments that will also use radiation source(s):

__________________________________________________________________

Title of Proposal:___________________________________________________

___________________________________________________________________

1.
How many human subjects will receive radiation as part of this study:?____

2.
Will radiation be administered to:


A:  healthy volunteers?  ____YES
____NO


B:  patients with medical conditions related to this study? ___YES  ___NO

3.
If you indicated YES to 2B above, would the patients receive some or all of the radiation administered regardless of their participation in this study (as part of the normal medical diagnosis and treatment of their condition)?  Indicate clearly which procedures involving radiation patients will undergo only by virtue of their participation in this study.

4.
Will any of the radiation procedures be of any potential direct benefit to the subject? _____YES  _____NO.  If YES, indicate which procedures.

5.
Does this study involve subjects <18 years of age?  _____YES  _____NO.  If YES, additional justification for use of juveniles must be provided.

6.
Does this study involve the administration of a radioactive compound to the subject? _____YES  _____NO.  If YES, answer questions 6a to 6m below.

6a. Identify each radioactive compound and the activity of each to be administered.

6b.  What is the method of administration (IV, oral, etc.)?

6c.  Is this compound an FDA approved pharmaceutical or one for which a Notice of Investigational New Drug has been filed?

6d.
Where will the radioisotopes be administered and where will the subjects stay during the course of this study?

6e.
Provide estimates or radiation doses (in rem or rad units) to the subjects.  Include whole body doses and doses to maximally exposed organs and/or tissues.

6f.
Who will supervise the administration of radioisotopes to the human subjects?  (The person MUST meet training and experience requirements of 10 CF 35 and be authorized by TJU Radiation Safety Committee for the type of human use proposed.)

6g.
List other personnel (technologists, etc.) who will be involved in the preparation and administration of the radioactive training an experience for each.

6h.
How will radioactive dosage be assayed to ensure that the actual administered activity is that intended?

6i.
How will the material's sterility, pyrogenicity, etc., be assured?

6j.
How will radioisotopes(s) be eliminated from the subject's body (ie., percentage eliminated by fecal or urinary excretions, radiological decay, exhalation, etc.)?

6k.
List the type (eg. - blood, urine, etc.) and number of any radioactive samples to be generated.  Estimate maximum radioactivity levels for each sample.

6l.
Where will biological samples be analyzed?  If samples are to be shipped offsite, describe steps to be taken to ensure that shipping regulations and requirements will be met.

6m. How will radioactive wastes (including any biological samples) be handled and disposed?

7.
Does this study involve any exposure of the subject to external radiation (eg., x-rays, external isotope source)? _____YES  _____NO.   If YES, answer questions 7a to 7d below.

7a.
Specify the number of each type of procedure(s) (and the corresponding radiation source) which the subject will undergo (eg., "2 CT brain scans"; "1 chest film diagnostic x-ray", etc.)

7b.
Provide dose estimates for each procedure.  These should include skin entrance, bone marrow, and/or target organ doses.

7c.
Where will these studies be performed?  Do you have appropriate Departmental approval to use this equipment?

7d.
Who will actually perform the procedures?  Describe relevant training and experience if these individuals do not normally perform such procedures as a part of their regular duties.

Note to investigator:  Some protocols may require further review and approval by the institutional Radiation Safety Committee and/or the Radioactive Drug Research Committee.  Additional information may be requested.

SIGNATURES:

	Principal Investigator


	Human Use Physician*
	Department Chairman 

	_______________________
	_______________________
	_______________________


*If other than Principal Investigator:  

Radioisotope Use ONLY

