Application to the Radioactive Drug Research Committee


Principal Investigator: 









(Note: Name the prescribing physician if other than the Principal Investigator.)





Human Research Protection Program Protocol Number: 





HRPP Title of Study: 















































RUA Number:











Radioactive Drug Information.  List the Radionuclide(s) and identify and quantitate the maximum radionuclidic contaminants in the administered radioactive research drug(s).

Radionuclide:


Radionuclide Contaminant:


Percent
:


Chemical form of the radiolabeled drug: 

 






Molecular weight of the radiolabeled drug: 
 







Source of radionuclide supply:








Is this an FDA approved radiopharmaceutical?Yes No 

Describe in detail the preparation, processing, or modification of the drug.








































Material will be tested for chemical purity: 
      
 By Manufacturer By User
 By Outside Laboratory.

Material will be tested for pyrogenicity: 
      
 By Manufacturer By User
 By Outside Laboratory

Material will be tested for radiochemical purity: 

 By Manufacturer By User
 By Outside Laboratory

Material will be tested for sterility: 

 By Manufacturer By User
 By Outside Laboratory

If the manufacturer or an outside laboratory tested the material, please provide the Certificate of Analysis.  Are the certificates attached? Yes No
If the user is to test material for the above, please answer the following two questions:

Describe the tests that will be used to establish the identity, purity, and non-toxicity of the drug. 














































Describe the manner in which batches of the drug will be assayed and tested for sterility and pyrogenicity.











































 

Will the formulation, radiolabeling and the dose preparation described be carried out by, or under the supervision of, a registered pharmacist?  Yes No                 

If not, state the qualifications of the individual. 










































Investigational New Drug.  If the proposed non-routine use of the nonradioactive moiety is covered by a physician sponsored Notice of Claimed Investigational Exemption for a New Drug (IND) or a manufacturer sponsored IND, FDA Forms 1571 and 1572 are necessary.

Is the nonradioactive moiety under an IND? Yes No

If yes, list IND Number: 

  list date of submission: 



Are FDA Forms 1571 and 1572 attached? Yes No

Pharmacological Dose.  Based on pharmacological data available from studies in human subjects the dose should be known not to cause any clinically detectable pharmacologic effect in human beings.

What criteria were used to determine the administered dose? 









































Cite references: 













































 

Name of nonradioactive moiety: 








Maximum amount (i.e. mg) of nonradioactive moiety administered per subject, per single dose: 












Route of Administration (i.e., I.V., P.O. etc.): 






Radiation Dose.  Single Adult Dose (mCi): 







Specific activity (i.e. mCi/mg) of drug at the time of administration: 




Maximum number of doses per subject:








Provide the maximum radiation dose commitment to the whole body, the critical organ, and each organ specified below received by a representative subject. 

	 
	Organ Name
	Absorbed Dose Per Single Administration (mR)
	Total Dose Per Organ/Per Year (mR)

	Whole Body
	 
	 
	 

	Lens of Eye
	 
	 
	 

	Gonads
	 
	 
	 

	Critical Organ
	 
	 
	 

	Blood Forming Organ
	 
	 
	 


Please include dosimetry calculation, biokenetic data, and any reference source used for the calculation and state the model which the dose calculations are based (e.g. MIRD.)  Calculation attached?  Yes No  
Will the subject(s) receive other radiological procedures as part of this research?  

Yes 
No                 

If yes, indicate all exams and the dose commitment for each exam:

	Exam Name
	 
	 
	Number of Times Exam is Performed
	Total Dose/Per Year (mR)

	     
	 
	 
	 
	 

	     
	 
	 
	 
	 

	     
	 
	 
	 
	 


Gender of the subjects to be studied:  Male   Female

If necessary, write a justification for the need to study subjects under the age of 18.  Studies involving minors must be supported with review by a qualified pediatric consultant to the RDRC and documented in the special summary.

Age Range:

   Justification necessary and attached?  Yes No  

If necessary, write a justification for the need to study more than 30 subjects.

Number of Subjects:

   Justification necessary and attached?  Yes No  
What method of radioassay will be employed to verify that the dose to be administered is correct?  Dose calibrator    Other, explain: 










































Manufacturer:











Model:












Serial Number: 











Location: 










Methods of Examination:   External Imaging
Probe Detector  

Whole Body Counting   In-vitro Counting (excreta, blood, etc.)


Other, explain: 














































Reporting.  Contents of this report are available for public disclosure unless confidentially is requested by the investigator and it is adequately shown by the investigator that the report constitutes a trade secret or confidential commercial information as defined in 21 CFR 20.61.  Do you claim confidentiality?  Yes  No  

Justification necessary and attached?  Yes No  

Physicians Requesting Authorization:






  M.D.    







(Type or Print)





(Signature)






  M.D.    







(Type or Print)





(Signature)






  M.D.    







(Type or Print)





(Signature)






  M.D.    







(Type or Print)





(Signature)






  M.D.    







(Type or Print)





(Signature)

Recommendation for Approval:

Department Chair 






Date  








(Signature) 

RDRC Use Only:  Recommendation for Approval:





Radiation Safety Officer 						Date  			


				(Signature)





RDRC Committee Chair						Date  							(Signature)





Action by the Radioactive Drug Research Committee:





	  Approved			  Disapproved





	  Approved with restrictions as noted: 																																										





Authorization Expires  			                                                            	  
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