ALFRED ETHICS COMMITTEE

Request for Review of Updated Investigator’s Brochures
	Alfred Project No:
	

	Project Title:
	

	Name of Principal Researcher:
	


Updated Investigator Brochure (IB) Details:

	Version / Edition Number
	

	Date:
	

	Name of Drug / Device
	


	Has the Summary of Changes document been attached?
	Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 


	Please describe if/how the new information will impact on the protocol or participants.
NB: This question must be completed.
	


FEES
Please note that a review fee may be payable depending on the category of the study.  Fees are exclusive of GST
Applications Submitted under NEAF National or CAF Process

Commercially funded and initiated clinical trials ($100)                                FORMCHECKBOX 
 

Researcher-initiated commercially funded clinical trials (No fee)

 FORMCHECKBOX 

Not-for-profit externally initiated studies, excluding universities

 FORMCHECKBOX 

e.g. collaborative groups

External non-affiliated university department applications (no fee)

 FORMCHECKBOX 

Affiliated institutions (No fee)





 FORMCHECKBOX 

Studies initiated by Alfred staff with no commercial funding (No fee)
 FORMCHECKBOX 

Applications Submitted under NEAF Streamlined Process

Commercially sponsored studies under the streamlining of ethical 
 FORMCHECKBOX 

review of multicentre clinical trials program (both reviewing and
participating sites) ($100)
Researcher-initiated commercially funded clinical trials under the 

 FORMCHECKBOX 

streamlining of ethical review of multicentre clinical trials program 

(both reviewing and participating sites) ($100)
Collaborative group studies under the streamlining of ethical review 
 FORMCHECKBOX 

of multicentre clinical trials program (both reviewing and participating 

sites) ($100)
Researcher-initiated studies under the streamlining of ethical review 
 FORMCHECKBOX 

of multicentre clinical trials program (both reviewing and participating 

sites) ($100)
Please provide details of the external organisation for invoicing purposes:

	Contact person’s name:
	

	Position:
	

	email:
	

	Mailing address:
	


Invoices will be sent directly to the sponsor/public health body/university department by The Alfred.

Please provide details of the contact person to whom the acknowledgment should be sent:
	Contact person’s name:
	

	Mailing address (internal mail):
	


Please remember to fill in the acknowledgement table on the next page.

Receipt of the Investigator’s Brochure will be acknowledged and emailed to the contact person. Please complete the details on the following Acknowledgment page.
Chief Researcher’s Signature:






Date:
Acknowledgment of Updated Investigator’s Brochure

Please complete the information in the table below

The following Investigator’s Brochure:

	Alfred Project Number
	

	Version / Edition Number
	

	Date
	

	Name of Drug / Device
	


has been received and reviewed.

Office use only
	Acknowledged by:

Rowan Frew

Manager, Ethics & Research Governance

Ethics & Research Governance Office

Alfred Health

Date:
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