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GENERAL INFORMATION TO COMPLETE APPLICATION

FOR RADIOACTIVE MATERIAL LICENSE

(RPS16 AND RPS16HU)
An applicant for a “Radioactive Material License” should complete form RPS16 in detail.  The applicant should endeavor to cover his entire radioisotope program with one application, if possible.  However, separate applications should be submitted for medical teletherapy and gamma irradiators.  Supplemental sheets may be appended when necessary to provide complete information.  Item 16 must be completed on all applications.  Submission of an incomplete application will result in delay in issuance of the license because of the correspondence necessary to obtain information requested on the application.  Form RPS-16A as well as form RPS-16 should be completed each time a medical request is made for human use of radioisotopes.  Forms should be sent to the New Mexico Environment Department, Radiation Control Bureau, PO Box 26110, Santa Fe, New Mexico, 87502.  The applicant should make a third copy for his file.

Note:  Licensees are subject to the appropriate fees specified in 20.3.16 NMAC.  Certain categories require fees for processing license applications.  However, most categories do not require fees for processing of license applications.

EXPLANATION OF FORM RPS16
Item 1.
The “applicant” is the organization or person legally responsible for possession and use of the radioactive material specified in the application.  Indicate other address(es) at which radioactive material will be used if   different from that listed in 1. (a). A post office box number is not acceptable. 

Items 2. and 3.
Self-explanatory.

Item 4.
The “individual user” is the person experienced in use and safe handling of radioisotopes.  If the application is for “human use”, the individual user must be a licensed physician whose qualifications are recognized by the Board of Medical Examiners or the Board of Osteopathic Examiners.

Item 5.
Self-explanatory.

Item 6.
a)
List by name each radioisotope desired, such as “carbon-14”, “cobalt-60”, etc.

b)
List chemical and/or physical form for each radioisotope and the quantity of each which the applicant desired to possess at any one time.  If more than one chemical or physical form of a particular radioisotope is desired, a separate possession limit should be stated for each form.  For example, an applicant desiring to use tow chemical forms of iodine-131 must specify both forms and a possession limit for each form.  Example:


Iodine-131

iodide



    10 millicuries.


Iodine-131

Iodinated Human Serum Albumin
      5 millicuries.

Krypton-85

Gas



1000 millicuries.

If the radioactive material obtained is a sealed source(s), specify the manufacturer, model number, quantity and activity of each sealed source.  Example:

Cobalt-60

(Iso Corp. Model Z-54)
3 sealed sources of 100 millicuries each.

Item 7.
State the use of each radioactive material and chemical form specified in Item 6 (a) and (b).  If the radioisotope is for “human use” do not complete this item; complete form 16A.

Item 8. and 9.
These items must be completed for each individual named in Item 4.  If more than one individual is listed in item 4, clearly key the name of each individual to his experience.

Items 10-16.
Self explanatory.

EXPLANATION OF FORM RPS16A-HU
Items 1. and  2.
Self-explanatory.

Item 3.
The New Mexico Radiation Protection Regulations provide that the using physician has substantial experience in the proposed use, handling and administration of radioisotopes, and, where applicable, the clinical management of radioactive patients.  The physician must furnish suitable evidence of such experience with his application.  Form RPS16 A is provided for conveniently presenting these details.

Item 4.
Name or describe each clinical use for each radioisotope and chemical form administered.  List radiological protection procedures to be followed in sufficient detail to permit a realistic evaluation of the potential radiological hazards.

Item 5.
a)
Dosage for treatment of patients will depend upon the clinic’s judgment of the responsible physician;  the State is only interested in the proposed dosage range.

b)
For experimental programs or new and unusual uses, the maximum single dose of radioactive material to be administered should be included and the approximate number and frequency of such doses.  Rationale for unusually high dosages should be presented.  The proposed use should be outlined in detail, demonstrating that radiological health safety to the patient will not be jeopardized.  If the use duplicates, or is based on, a use reported in the technical literature, an abstract of such an article and a brief statement as to how such use will be followed or modified will suffice.

Item 6.
Radioisotopes furnished by U.S. Nuclear Regulatory Commission facilities and pharmaceutically UNREFINED.  An applicant should include information regarding processing or standardization procedure if radioactive material will not be obtained in pre-calibrated form for oral administration or pre-calibrated and sterilized form for parenteral administration.

Item 7.
Self-explanatory.

Item 8.

a) Give the name and address(es) of the hospital(s) which will admit your patients that have been administered radioisotopes.

b)  Submit a copy of the radiological protection instructions furnished to the hospital personnel regarding the care of patients to whom radioisotopes have been administered.  Also, attach a list of radiation instruments you will make available to the hospital.

Submit a copy of instructions given to nurses who will care for patients containing radioactive materials.

Items 9-12.
These items are to be completed by using physician’s preceptor in the medical use of radioisotopes.  The physician is usually the chair of the medical isotopes committee of the institution where clinical experience was acquired.  However, the preceptor may be a staff physician experienced in the clinical use of radioisotopes under whom the using physician’s radioisotope training and experience was acquired.  If possible, the using physician’s entire clinical radioisotope experience should be included.  Additional comments may be presented in the space provided on page 4. 

SPECIAL NOTE FOR MEDICAL INSTITUTIONAL-TYPE PROGRAM

List the names, medical specialties and radioisotope experience, if any, of each member of the Radiation Safety Committee (RSC).  State the procedures the RSC committee will use to control the procurement and to approve uses of radioisotopes at the institution.  Submit a copy of radiological protection rules and procedures given to individuals using radioisotopes at the institution.
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