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RDRC #___________

CREIGHTON UNIVERSITY RADIATION SAFETY COMMITTEE

RADIOACTIVE DRUG RESEARCH COMMITTEE
Radiation Safety Office 629 Wareham Parkway, Criss 1, Room 213

Phone: (402) 280-5570, Fax: (402) 280-1161

Application for_________________________________________________________

HUMAN RADIOACTIVE DRUG RESEARCH – DRUG WITHOUT AN NDA OR IND

(Use one form per research protocol and per radioisotope)

1. Contact and Preliminary Study Information
a.
Project Title: ________________________________________________

___________________________________________________________

b.
Principal Investigator: _________________________________________

c.
Department and School: _______________________________________

d.
Phone: ____________Fax: __________
E-mail: ____________________

e.
Attach list of all other study personnel who will be working with the radioactive material(s) (with or without the research subject).

2.
Authorized User* Information (If Different From Above)
a.
Name: ________________________
Permit #: ___________________

b.
Isotopes Authorized to Use: ____________________________________

*An "Authorized User" is an individual approved by Creighton University's Radiation Safety Committee to use radioisotopes on or in humans.  The Authorized User must be authorized to use the type of radioisotopes to be used in the study under review and is responsible for providing the appropriate supervision when the radioisotopes are used on or in humans.  Contact the Research Safety Office at 280-5570 for additional information.

3.
General Study Information
a.      Brief description of the study (Attach a copy of the protocol and informed    consent form): _____________________________________________

_________________________________________________________


           _________________________________________________________


b. Purpose of the Study: ________________________________________

__________________________________________________________



__________________________________________________________


c.
Duration of the Study: ________________________________________

4. Pharmaceutical Information
a. Pharmaceutical to be used: ____________________________________

b. Amount of active compound administered: ________________________

c. Is the amount in 4.b. below known toxic thresholds? (check one)

	· YES
	· NO
	· Information Unavailable


Provide pharmacological dose calculations based on data available from published literature or from other valid human studies.

	d.
Is this a new Pharmaceutical?
	· YES
	· NO


If this is a new pharmaceutical, submit documentation to indicate that drug is safe and will be prepared using procedures that will insure safety.

5.
Radionuclide Information
a.
Radionuclide: _______________________________________________


b. Storage location of radioactive drug: _____________________________

__________________________________________________________

c. Location where studies are to be performed: _______________________

__________________________________________________________

d. Route of administration (parenteral, oral, etc.): _____________________ 

e. If parenteral administration, describe methods for assuring radioactive drug sterility and apyrogenicity: ______________________________________

___________________________________________________________

f.
Quantity to be administered per subject (mCi): ______________________

g.
Method to measure/verify quantity administered: ____________________ ___________________________________________________________

h.       Number of administrations per subject per visit/session: ______________

i.         Anticipated adverse reactions/side effects: _________________________


___________________________________________________________


___________________________________________________________

6.
Radiation Absorbed Dose Estimates  

a.
State the model (e.g. MIRD) upon which radiation absorbed dose was 


calculated: __________________________________________________

b.
Provide the following information as applicable in the following table:

	Dose estimates in (mrem) (EDE in mrem)
	Absorbed Dose per Single Dose/Administration
	Total Dose per Organ per Year (all exposures from study and other sources)

	Whole Body (EDE)
	
	

	Lens of the eye
	
	

	Gonads
	
	

	Marrow
	
	

	Other Organ
	
	

	Other Organ
	
	


Calculations shall be based on biologic distribution data available from published literature or from other valid studies.

c.
Will the subject(s) be exposed to other radiological procedures as part of

	this study?
	· YES
	· NO


d. If 5.c. is “YES”, identify the radiological procedures and the expected absorbed dose, including whole body or organ.

	Radiological Procedure
	Absorbed Dose
	Whole Body or Organ

	
	rads
	rads

	
	rads
	rads


e. How will the radioisotope be assayed prior to each dosage: ___________

___________________________________________________________

f.
How will the dose to the subject be monitored during the investigation: __________________________________________________________

	g.
Is bioassay required?
	· YES
	· NO


h.
If 5.g. is “YES”, provide information and calculations used: ____________

___________________________________________________________

7.
Subjects to Be Studied

a. Total number of subjects*: _______________

	b.
Any subjects *under 19 years of age?
	· YES
	· NO


* A special summary must be provided which will be sent to the FDA, if the study involves more than 30 subjects or subjects under age 19.

c.
Justification for using subjects under 19 years of age and/or more than 30 subjects: ___________________________________________________



___________________________________________________________

d.      Describe methods used to ensure that pregnant females are not studied:   ______________________________________________________________________________________________________________________

	e.
Will healthy subjects be used?
	· YES
	· NO



f.
Justification for using healthy subjects: ____________________________



___________________________________________________________


8.
Submission Requirements
· Completed Application for Human Radioactive Drug Research – Drug Without An NDA or IND, Form RSO - 11

· Protocol

· Informed consent document

· Assent document(s), if minors less than 19 years of age are involved

· All other supporting documentation requested in the Application

9.
Principal Investigator's and Authorized User's Certification
The following signatures certify that the Principal Investigator (PI) and Authorized User (AU) understand and accept the following obligations.  It is the PI's and AU's responsibility to:

a.
Obtain approval of the Creighton University IRB before proceeding with human studies.

b.
Immediately report any adverse reactions associated with the use of the radioactive drug in the research study to the Creighton University RDRC and the Creighton University IRB.

c.
Provide quarterly reports listing the number of subjects studied and any adverse reactions to the Creighton University RDRC.

d.       Ensure that all research personnel working with radioactive materials         receive radiation safety orientation and annual radiation safety training commensurate with their duties.

e.       Promptly report any changes to the study that impact the administration of the radioactive drug to subjects.

It is understood that failure to comply with applicable federal and state regulations regarding use of radioactive materials and Creighton University's Investigators’ Manual for Radiation Safety can result in termination of RDRC approval.

__________________________

______________________________

Principal Investigator


Authorized User

Date: ____________


Date: ___________

****************************************************************************************************

Do not write below this line - for RDRC use only

Date Received: ______________

	· Approved; Date: _________
	· Denied


RDRC Chair ____________________________
Date: ______________

Application for Human Radioactive Drug Research        

  1                                                                   Approved by RSC 6/9/03


