RT Tracking No:                                                  (Pharmaxis use only)


INVESTIGATOR INITIATED STUDY (IIS) 
Request for Support

	To assist with our review of your request, please email this form plus the following to sharon.hammond@pharmaxis.com.au


 FORMCHECKBOX 

Principal Investigator’s Curriculum Vitae (CV)





	PRINCIPAL INVESTIGATOR:


	INSTITUTION (Name):




	
	ABN or other corporate identification number:




	PRINCIPAL INVESTIGATOR - CONTACT DETAILS:

Phone:




Fax:




Mobile:




Email:

     

Address:
     


	CO-INVESTIGATOR (S) and INSTITUTIONS INVOLVED WITH THIS STUDY:




	STUDY TITLE:




	SUPPORT REQUESTED:

Study drug:


 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

If yes, please specify

 FORMCHECKBOX 
  Bronchitol® (inhaled mannitol)

Quantity Required:
     




 FORMCHECKBOX 
  Aridol® Bronchial Challenge Test

Quantity Required:
     




 FORMCHECKBOX 
  Osmohale® Bronchial Challenge Test
Quantity Required:
     





 FORMCHECKBOX 
  Other, please specify...............................
Quantity Required:
     
Other:


 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

If yes, please specify:
      





 

	IS THE STUDY INDICATION WITHIN CURRENT LABEL (IE. Approved indication) in your country?

 FORMCHECKBOX 
  Yes



 FORMCHECKBOX 
  No, 
Specify indication:
..................


	IS THE PRESCRIBING LABEL / CRITERIA / DOSE AS APPROVED IN YOUR COUNTRY? 
 FORMCHECKBOX 
  Not Applicable if product is not approved in your country

 FORMCHECKBOX 
  Yes



 FORMCHECKBOX 
  No, 

If No, please specify differences:………………………………………………………………………………….
...............................................................................................................................................................................



	STUDY DESIGN:

Study Phase (I-IV):
     
 FORMCHECKBOX 
   Single centre
 FORMCHECKBOX 
   Multi-centre
 FORMCHECKBOX 
   Collaborative group (eg. ANZ BCTG)

 FORMCHECKBOX 
   Open-label

 FORMCHECKBOX 
   Blinded 

 FORMCHECKBOX 
   Randomised

 FORMCHECKBOX 
   Non-randomised

 FORMCHECKBOX 
   Other, describe:

     
No. of Patients to be enrolled:
     

Number of Study sites:
     


	PLANNED STUDY TIMELINES:

First patient in:



     /     /     
Last patient in:



     /     /     

Study Complete (All pts off study):
     /     /     
Final Report:



     /     /     
How long will it take to recruit the required no. of patients?        
mths



	Has or will another pharmaceutical / biotech company / grant organisation been approached to provide support for this study?
 FORMCHECKBOX 
  No



 FORMCHECKBOX 
  Yes, 
Specify entity & nature of support:
     


	Special considerations / comments:

     


INVESTIGATOR INITIATED STUDY (IIS) 
Protocol concept / details

	

	STUDY TITLE:
     

	DISEASE POPULATION / STUDY INDICATION:

[A description of the patient population to be investigated, including the disease or indication, stage, co-morbid conditions (eg. Subjects with cystic fibrosis]

    

	STUDY BACKGROUND / RATIONALE / PURPOSE:

[A description of the reason(s) why this research should be conducted.  Provide a strong scientific rationale and demonstrate the validity of the research question in this section.  Summarize briefly any prior clinical study experience or relevant information about the dose and regimen being proposed.  Provide the main literature references that are the basis for the rationale so that the review team can understand the study rationale.  What are the potential benefits and improvements in health to be gained from the study?]

    

	PRIMARY OBJECTIVE:

[What primary question is the study answering?]

     
PRIMARY ENDPOINT:

[What primary endpoints?]

     
SECONDARY OBJECTIVES(S):

[What secondary question(s) is the study answering?]

     
SECONDARY ENDPOINT(S):

[What are the secondary endpoints?]

     

	INCLUSION CRITERIA:

     


	EXCLUSION CRITERIA:

     


	STUDY DESCRIPTION:

[Include a brief description of the study including the number of visits, the visit schedule and data to be collected at each visit.  A Flow Chart is desired]

     


	STUDY DRUG:

[A description of the study drug, dose to be used, route of administration, dosage regimen, treatment duration plus any other relevant information]

     


	STATISTICAL INFORMATION / RANDOMISATION / SAMPLE SIZE JUSTIFICATION:

[Include a description / justification of the sample size.  The assumptions and input resources pertaining to the sample size calculation (eg. The expected differences between treatment arms of the primary endpoint for superiority, the margin of non-inferiority).

Specify randomisation method.  If stratified, please specify stratification factor.

Please include a description of the statistical methods to be employed.  If interim analysis is planned, the timing and the decision rule should be stated]

     


	REFERENCES:

     


	PUBLICATION / PRESENTATION:

[Are you intending to publish and/or present this data?]
 FORMCHECKBOX 
  Yes
If yes, specify where & when:
     


 FORMCHECKBOX 
  No, 




Form completed by:
...........................................................
Date form completed:
...................................... 
IIS Protocol Concept  – 16 Sept 09
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