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VAWNYHS – Buffalo     Radiation Safety Committee (RSC)

Nonroutine Human-Use Application

CLINICAL EVALUATION OR RESEARCH

RETURN COMPLETED COPIES TO: RSC Health Physics, Nuclear Medicine, Rm. 429C (115)

1a.  
APPLICANT


Name (RSC Authorized User):



Department: 



VA Building/Room Number:


PI (if different then Authorized User):


 b.
Telephone Number
c.  Location of All Use Areas

2.
TITLE OF THE STUDY (identify radionuclide & compound in title)


Title:



Hospital IRB Approval:
(  )Approved
(   )Submitted
(  )Will Submit

3.   
PURPOSE OF THE STUDY


(  )
Basic Research (RDRC)
- To obtain basic information regarding human



metabolism (including kinetics, distribution, and localization).


(  )
Clinical Evaluation (RSC) - To evaluate for immediate diagnostic or



Therapeutic use (to carry out clinical trials).


Describe the purpose in further detail:

_________________________________________________________________________________

4.   
PLAN OF INVESTIGATION


a.
Provide information about preclinical investigations, including studies in laboratory animals, and any clinical studies and experience which documents that it is reasonably safe to initiate clinical human studies.  Include data regarding pharmacological dose, radiation dose, localization, effective half-life, etc., which has been determined in previous studies.


b.
Describe the plan of investigation in sufficient detail to permit a critical evaluation of the methods for conducting the investigation and estimate the time needed to complete the study.

________________________________________________________________________________

5.
DESCRIPTION OF HUMAN SUBJECTS


a.
Number of subjects with manifest disease:  

  
   Age range:  



Sex:  



Pathology of subjects with manifest disease:



b.
Number of subjects without manifest disease:________  



Age range:_________________
    Sex:_______   


c. Will pregnant women be studied?
(  )Yes   ( )No...



Describe the method used to rule out pregnancy:



Each female of child-bearing potential shall...



(  )
state in writing that she is not pregnant.



(   )
on the basis of a pregnancy test, be confirmed as not 




pregnant.

6.
PATIENT CONSENT

Attach a copy of the patient consent form to be used.  


(   ) 
A copy of the consent form will be given to the patient (may be 


unsigned).

7.
ADVERSE REACTIONS


(  ) 
The RADIATION SAFETY COMMITTEE will be immediately notified  by telephone of any significant adverse reactions to administration of the radioactive drug and will be sent a written report after investigation of the adverse reaction.

_______________________________________________________________________________

8.
HOSPITALIZATION

a.
Will subjects require hospitalization?



(  ) No
(  ) Yes... duration:______________




b.
Describe any necessary precautions for radiation safety:

____________________________________________________________________________

_______________________________________________________________________________

9.
USE OF COMPLEMENTARY DRUGS OR RADIONUCLIDES

_______________________________________________________________________________

10.
PHARMACOLOGICAL DOSE CALCULATIONS

_______________________________________________________________________________

11.
DESCRIPTION OF THE RADIOACTIVE DRUG


a.
Radionuclide: 






Chemical Form:



b.
Dose per administration:


mCi



Route of administration:





c.
Dosage schedule (frequency/patient): 



d.
TOTAL patient dose:

mCi


e.
Radioactive drug supplier:___________________________________


f.
Does sponsor have an IND? (  )No  (   )Yes IND # ______________

g.
Will the radioactive drug be obtained in pharmaceutically refined 



form for human use?  



(   )No
(   )Yes


h.
Will the user prepare, process or modify the material



before use? 



(     )  No



(   ) Yes...describe:

_________________________________________________________________________________

i.  
Identify planned tests and describe methods, facilities and controls 


for each.


(   )Purity:


(   )Sterility:


(   )Pyrogenicity:


(   )Radioassay dose:

j.
TOTAL amount of activity being requested as a possession limit (per nuclide)

mCi.

k.    Outline blood and/or urine sampling. Include sampling frequency,

      volume, quantify activity (uCi/sample), identify counting locations and

      equipment and describe ultimate disposal/use of samples.  If samples are to

      be shipped off site include a copy of that intended receivers current

      radioactive materials license.

________________________________________________________________________________

12.
EXPECTED FATE OF THE RADIOACTIVE DRUG


Include information regarding distribution, excretion, percent organ 


uptake, effective half-life, etc.     

13.
RADIATION DOSE CALCULATIONS


(Include all dose calculations, i.e. – MIRD Dose File)

14.
RADIOACTIVE WASTE DISPOSAL


Describe amount and disposal method for each form of waste.

________________________________________________________________________________

15.
PERSONNEL MONITORING - Occupational Workers


(  )Whole body monitor
(   )Wrist badge
(   )Thyroid count


(   )Extremity monitor

(   )Pocket Dosimeter


(  )Urine bioassay

(   )Other______________________________________


_________________________________________________________________________________

16.
SURVEYS

Describe type of instrument, survey frequency, and areas involved (attach 


map of all areas indicating scale of map, direction of north, identify 


all adjacent areas and major equipment included in surveys.)



      
Equipment ID

Survey Frequency


(    )Wipe test:___________________________________________________________


(    )Survey meter:________________________________________________________


_________________________________________________________________________________

17.
PRECAUTIONS

(    )Protective clothing/gloves
(  )Remote pipetting (not by mouth)


(    )Lead shielding (    )Plexiglas shielding(  )Fume hood________cfm


(    )Vial shield  (   )Syringe shield
(  )Plastic Eyewear

_________________________________________________________________________________

18.
TRAINING AND EXPERIENCE  (of all individuals who will handle radioactive materials)

	Name and Degree
	Formal Radiation

Safety Course
	Duration of 

On the Job
	Nuclides Used

	
	(  ) Yes
(  )  No
	
	

	
	(  ) Yes
(  )  No
	
	

	
	(  ) Yes
(  )  No
	
	

	
	(  ) Yes
(  )  No
	
	

	
	(  ) Yes
(  )  No
	
	


19.
CERTIFICATION
I hereby agree to submit all required written progress reports for this study and immediately notify the RSC of any significant changes in the information provided in this application.  I agree to read and obey the applicable rules of the RSC or other regulating agency.  I understand that I may not begin the study until it has been approved by this Hospital's Institutional Review Board (IRB).


Applicant's (RSC Authorized User) Signature
 

Date 


