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SSA APPENDIX A
	
	             When the trial is to be conducted within St. Vincent’s Healthcare Group Ltd.,

                                 these questions MUST be completed.    

              

	
	Name of Principal Investigator:        ______________________

	
	Protocol Number:                           _____________________                     

	
	


     Number of Participants at this site:   _______________

     Proposed Duration of Trial:
        ________________

	
	                                                FINANCE


	
	
	
	

	1.          A

 
	P     1.a. Please detail each department’s method of identifying   any/all additional costs and describe what procedures are in place to ensure reimbursement.
	
	
	
	


                 Department



Department Approval


     _____________________


 ______________________

              b. Please give brief detail, including costs of any additional supplies 

                  required for this trial.

	               c.  Will Hospital Staff be required to work additional hours to facilitate this trial.?

 
	Yes


	 FORMCHECKBOX 


	No


	 FORMCHECKBOX 



	                                   


PARTICIPANTS

	
	 2.a     Please specify if  participants will be out patients.

           If Yes, please describe
	Yes


	 FORMCHECKBOX 


	No


	 FORMCHECKBOX 



	            
	     b.   Will there be any in-patient stay/care/procedure/s

           If Yes, please specify
	 Yes


	 FORMCHECKBOX 


	No


	 FORMCHECKBOX 



	
	                                                                                       

	
	     c.    Will this research require additional hospital visits?                  

            If Yes, please specify:
	
	
	

	
	

	
	

	
	      d.   Will this research have any impact on displacing other              patients from the service?

             If Yes, please specify:

	
	                                                                                       
	  Yes
	 FORMCHECKBOX 

	 No
	 FORMCHECKBOX 


	
	

	
	


PHARMACY
	3.a     Is this drug licensed by the IMB or the EMEA?                  Yes    FORMCHECKBOX 
           No   FORMCHECKBOX 

           If NO,  has the manufacturer applied for a licence?            Yes    FORMCHECKBOX 
           No   FORMCHECKBOX 

           If YES,  is it expected that the drug will be licensed during

           the course of the trial?                                                              Yes    FORMCHECKBOX 
           No   FORMCHECKBOX 

           If YES,  what provisions are in place for patients to

           continue treatment, if appropriate, after the trial has finished?



	        b.  Has this drug been approved by the Drugs & Therapeutics

             Committee for inclusion on the hospital formulary?               Yes    FORMCHECKBOX 
           No   FORMCHECKBOX 

             If not, or if the application was unsuccessful, what provisions 

             are in place to continue treatment with the drug after the trial 

             has finished?      
c.        Does this drug need to be administered in a hospital setting    

             e.g. by intravenous infusion?                                                        Yes    FORMCHECKBOX 
           No   FORMCHECKBOX 



	   Declaration by the local Principal Investigator:

                                                                                                              YES               NO

· Participants will be recruited in SVUH


· Participants will be recruited in SVPH      

· The information on this form is accurate to the best 

of my knowledge.

· I agree to abide by the trial design as outlined in the

approved protocol.

· I agree that this trial may be audited by the Hospital.

·  I undertake to abide by the ethical principles underpinning 
      the Declaration of Helsinki and Good Clinical Practice

      Guidelines on current proper conduct of research
· If the research is approved I undertake to adhere to the 
           study protocol without agreed deviation and to comply

           with any conditions set out by the Central Ethics Committee 

           opinion

· I confirm that I will comply with legislative and regulatory 
     requirements during the conduct of this research. 
· I agree to advise the Hospital of any serious unexpected 

drug related adverse event that occurs during the conduct of

the trial in this hospital.

Signature of Principal

Investigator                                Name Print     ----------------------------                               

                                                     Signature:        ------------------------   Date:  --------

Signature on behalf                    Name Print      -------------------------

Of trial site:                                

                                                     Title/Position   --------------------------
                                                       Signature       __________________  Date _______

                                                     Signature         -------------------------- Date:  ---------

                                                                                    


     YES	    NO








