
RESEARCH GOVERNANCE

Site Authorisation Form

This document is password protected and only the available fields can be completed.    If you have a problem with completing the form please contact Research Governance on (08) 9346 3153.  When opening the document please enable the macros and allow the links, if you have not done this then close the document and reopen it to allow both the macros and links to happen.  Please be aware that certain fields within the document are linked, so you are only required to put the information in once.  These linked fields include the HREC registration number, the commencement and completion dates and some departmental information that is carried through from the SCGH Investigator’s details.  Please ensure that this information is completed on the first page of the form to allow the rest of the document to be populated.  Some of the fields have default information in them; this can be overtyped if it is incorrect.  The fields that have a set choice of answers have a drop down menu to choose from and are set to a default, this can be changed by clicking on the arrow on the right.
The Sir Charles Gairdner Hospital (SCGH) Investigator should complete the all sections of the form that relate to their research and then email the form to the relevant departmental contacts, with any relevant information e.g protocol or research plan.  The document should be emailed in its entirety, the approving officer in the relevant department/s should, if necessary, complete the information on their page and then print and sign the page and return it to the SCGH Investigator.
It is the responsibility of SCGH Investigators to ensure that all departments that may or will be involved in the proposed research are informed of and approve of their involvement.  Written confirmation of this approval must be included as part of the documentation submitted to the Research Governance Unit.
NOTE:  Research Governance requires the original signatures on this document.
RESPONSIBILITIES OF SIGNATORIES TO THE SITE AUTHORISATION FORM
All applications must include the signatures of the SCGH Investigator, the Head of Department and the Co-Director of the Division in which the SCGH investigator is based.  These signatures indicate that the Department and the Division are aware of the proposed research and have granted approval of the use of their resources as part of the study.  Where an investigator is undertaking research within another department, or recruiting potential participants (patients) from another department, the Head of that department must also provide approval 
REFERENCE DOCUMENTS
All investigators should be familiar with the Standard Operating Procedures for the Approval of Research within the Sir Charles Gairdner Group (SOPs) and the following documents when preparing research proposals for submission to Sir Charles Gairdner Hospital.

The National Statement on Ethical Conduct in Human Research 2007 at http://www.nhmrc.gov.au/guidelines/publications/e72
Australian Code for the Responsible Conduct of Research 2007 at http://www.nhmrc.gov.au/guidelines/publications/r39
Australian Clinical Trials Handbook  at http://www.tga.gov.au/industry/clinical-trials-handbook.htm
Note for guidance on Good Clinical Practice (CPMP/ICH/135/95) Annotated with TGA comments at http://www.tga.gov.au/pdf/euguide/ich13595.pdf
Research Governance
SITE AUTHORISATION FORM

PLEASE ALLOW A MINIMUM OF TWO WEEKS FOR EACH DEPARTMENT TO REVIEW YOUR STUDY.  ONCE THE RELEVANT DEPARTMENTS HAVE SIGNED OFF, THE PRINTED FORM SHOULD THEN BE SENT TO THE HEAD OF DEPARTMENT AND DIVISIONAL CO-DIRECTOR OF THE AREA WHERE THE RESEARCH IS TAKING PLACE RESEARCH GOVERNANCE WILL NOT REVIEW YOUR APPLICATION UNTIL SIGNED APPROVAL IS OBTAINED FROM ALL RELEVANT DEPARTMENTS
	Section 1 – Trial Details

	
	HREC No
	     

	Review Stream
	 FORMDROPDOWN 

	Submission Date
	     

	Title Of The Project

	     

	Protocol No
	     

	What is the duration of the study?
	     

	Commencement Date
	     
	Completion Date
	     

	Proposed recruitment numbers
	     

	

	Principal Investigator

	Title
	 FORMDROPDOWN 

	First Name
	     
	Last Name
	     

 FORMTEXT 


	Organisation
	     

	Address
	     
	     

	
	     
	Suburb
	     

	State
	     
	Postcode
	     
	Country
	     

	Telephone
	     
	Email Address
	     

	Site Investigator   This investigator must be employed by SCGH, OPH, SDH or an affiliated institute.  May be same as above.

	Title
	 FORMDROPDOWN 

	First Name
	     
	Last Name
	     

	Department
	     
	Floor & Block
	     

	Organisation
	Sir Charles Gairdner Hospital
	Street
	Hospital Ave

	Suburb
	NEDLANDS
	State
	WA
	Postcode
	6009

	Telephone
	     
	Email Address
	     

	Contact Person

	Title
	 FORMDROPDOWN 

	First Name
	     
	Last Name
	     

	Department
	     
	Floor & Block
	     

	Organisation
	Sir Charles Gairdner Hospital
	Street
	Hospital Ave

	Suburb
	NEDLANDS
	State
	WA
	Postcode
	6009

	Telephone
	     
	Email Address
	     

	

	Has a 1 page CV been included for each investigator?
	 FORMDROPDOWN 



	HREC Number:
	     


	Section 2 – Funding:

	Do you have funding for this study?
	 FORMDROPDOWN 


	If Yes, what is the primary source of the funding
	 FORMDROPDOWN 


	If External, indicate the funding source:
	 FORMDROPDOWN 


	* if ‘other’ is selected please detail source
	     

	Estimated funding payments per patient:
	     

	If Internal, indicate the funding source is:
	 FORMDROPDOWN 

	No:       

	Will the study require any additional funding from SCGH?
	 FORMDROPDOWN 


	If ‘Yes’ please explain your answer.

	     

	Who has administrative responsibility for the budget relating to this study?

	Name:
	     

	Position:
	     

	
	

	Does the study make additional use of hospital resources, i.e. staff or equipment that would not be otherwise used in the clinical management of the patients?
	 FORMDROPDOWN 


	
	

	Please explain your answer

	     

	

	Section 3 – Intellectual Property

	

	Will SCGH IP be used during the study?  
	 FORMDROPDOWN 


	If yes, seek advice re any implications with Dept Health WA Intellectual Property Management at http://www.health.wa.gov.au/ip/background.cfm

	     

	Will IP be generated from the research?
	 FORMDROPDOWN 


	If yes, liaise with Dept Health WA Intellectual Property Management

	     

	Who will own the IP generated from the research?

	     

	


	HREC Number:
	     

 FORMTEXT 




	Section 4 – Training:

	

	Will any of the researchers at this site require extra training to enable their participation in this project?
	 FORMDROPDOWN 


	If ‘Yes’, list the researchers, describe the training that is required.

	Researcher
	Training Required

	Who will be trained
	What training will be carried out and where

	     
	     

	     
	     

	     
	     

	Who will provide training – at this site

	Details of Training  Provider

	Name of Trainer:
	     

	Qualifications of Trainer:
	     

	Name of Company:
	     

	Address of Company:
	     

	

	Section 5 – Confidentiality

	

	All patient information is to be considered personal and confidential, this includes information in any form including spoken, written, audible and image formats.

Patient information cannot be saved onto personal electronic devices including:

· Thumb drives

· CD, DVD and Blue Ray format

· Laptops

· PDA’s

· Other mobile devices etc.

Confidential documents should be disposed of in accordance with the SCGH Policy 18 - Disposal of Confidential Documents.
All investigators should refer to the Department of Health, Government of Western Australia, 2007. Retention And Disposal Schedule For Administrative And Functional Records for direction on the retention and archiving of research documentation.

	The following databases require approval from the relevant personnel please call 9346 7837 to speak to the person responsible.  The Other Services pages should be used when gaining authorisation for these databases.

	1
TOPAS 
Mr. Aldous Pau, contact number 9346 7837
Health Information Systems Support Administrator and Training

	2
iCM (iSOFT Clinical Manager) 

Mr. Aldous Pau, contact number 9346 7837
Health Information Systems Support Administrator and Training

	3
EDIS

Ms. Sandra O’Keefe, EDIS Administrator, 9346 2836

	4
Departmental database – approval from Department

	5
For access to data other than SCGH data, contact Information Management & Reporting, Department of Health, Royal Street, East Perth 


	Section 6 – Signatures by Other Heads of Department(s)

	For each Department you are requesting be involved with or may be impacted by your research you MUST provide a copy of the protocol to the Head of Department or their delegate so that they can formally:

· Assess the feasibility of delivering services required by the protocol

· Assess any additional costs incurred to their department for services required by the protocol
NOTE:  If you are sending a complete protocol, this will require you to flag or indicate, for the department, the relevant pages.

	Please indicate which Departments will be involved in your study: 

The most commonly utilised departments have requested specific information be provided to them and this is outlined on the page dedicated to them.  For those departments that don’t have a dedicated page please the blank fields below they will then populate the Other Department pages. 

	 FORMCHECKBOX 

	Medical Records

	 FORMCHECKBOX 

	Clinical Coding

	 FORMCHECKBOX 

	Pharmacy  (All studies using a pharmaceutical product must obtain Pharmacy sign off)

	 FORMCHECKBOX 

	Pathology (PathWest)

	 FORMCHECKBOX 

	Diagnostic Radiology

	 FORMCHECKBOX 

	Nuclear Medicine

	 FORMCHECKBOX 

	PET

	 FORMCHECKBOX 

	Medical Technology & Physics Department (Dosimetry)

	 FORMCHECKBOX 

	Theatre (including the Endoscopy Unit)

	 FORMCHECKBOX 

	Off Site Diagnostic Radiology

	 FORMCHECKBOX 

	Off Site Dosimetry Assessment

	
	Specify name of other services: 
(These are linked and each one updates the four ‘Other Services’ pages)

	 FORMCHECKBOX 

	      

	 FORMCHECKBOX 

	      

	 FORMCHECKBOX 

	      

	 FORMCHECKBOX 

	      


	HREC Number:
	     


	MEDICAL RECORDS

	Contact Lynda Gray, Medical Records Department. 9346 4701 1st Floor E Block. Lynda.Gray@health.wa.gov.au 

	Will access to patient medical records be required for this study?
	 FORMDROPDOWN 


	What is the study duration?
	     


	Commencement Date:
	     

	Conclusion Date:
	     


	Patient Medical Records

	Number of patients
	No of file retrievals per patient
	Total additional records required

	     
	     
	     

	Are there any anticipated resource implications for the Medical Record Department with this study, such as large recruitment numbers (=high record request rates), deceased patients, etc

	1.
	     

	2.
	     

	3.
	     

	

	Are there any special requests from the Medical Record Department pertaining to this study?

	     

	After study approval, to make a request from Medical Records, please go to the SCGH intranet. Under ‘Departments’, choose ‘Health Information Management Services’, click on ‘Medical Records’ and then you will find the “Medical Records Research Request Form”

	I have been notified of the resource implications to my department and grant approval for this study to be carried out using such resources

	Name (print):
	Lynda Gray

	Position:
	Coordinator, Medical Records

	Signed:
	
	Date:
	


	HREC Number:
	     


	CLINICAL CODING. 

	Contact Sharon Linton, Clinical Coding Department. 9346 4549 1st Floor E Block.  mailto:sharon.linton@health.wa.gov.au

	Clinical Coding is the translation of the narrative description of diseases, injuries and procedures into alphanumeric codes using ICD-10-AM and ACHI.  These codes are then used for many purposes including information for DRG funding of inpatient events, health service planning and research.  All inpatient events, including same day services, are coded. 

All research must adhere to the SCGH Confidentiality of Health Information Policy (SCGH 12) and the Health Information Management Confidentiality Statement signed, by the relevant research staff, and submitted it to Clinical Coding, with a copy of the institutional approval to conduct this research, before access will be given.

	Will you need information about diagnosis or procedures for this study?
	 FORMDROPDOWN 


	If ‘Yes’, contact the Clinical Coding Department

	Are there any special requests from the Clinical Coding Department pertaining to this study?

	     

	I have been notified of this study to be carried out using clinical coding data.

	Name (print):
	Sharon Linton

	Position:
	Coordinator of Clinical Coding

	Signed:
	
	Date:
	

	


	HREC Number:
	     


	PHARMACY

	Does this study require administration of any medication?
	 FORMDROPDOWN 


	If ‘Yes’, complete the rest of this page and forward to Pharmacy.

	What is the study duration?
	     


	Commencement Date:
	     

	Conclusion Date:
	     


	Contact Gillian Babe, Deputy Head of Pharmacy Department 9346 3622 Ground Floor A Block Gillian.Babe@health.wa.gov.au 

	List all medication (including specific study/investigational drug[s]) required for the study, as per the protocol.

	1.
	     

	2.
	     

	3.
	     

	4.
	     

	Will the study/investigational drug(s) be provided only for the duration of the study?
	 FORMDROPDOWN 


	Will the study sponsor provide the study medication?
	 FORMDROPDOWN 


	If yes, who is the study sponsor?
	

	     

	If no, will the study sponsor pay for use of locally procured stock?
	 FORMDROPDOWN 


	Where and how will study medication be stored for the duration of the study?

	     

	

	Do you intend to use Pharmacy for any or all of the following, in relation to study medication?

	 FORMCHECKBOX 
  store
	 FORMCHECKBOX 
  dispense
	 FORMCHECKBOX 
  account for
	 FORMCHECKBOX 
  dispose of

	Pharmacy comments

	 FORMCHECKBOX 

	· I have been notified of the resource implications to my department and grant approval for this study to be carried out using these resources. A formal service agreement will be drawn up between Pharmacy and the sponsor/investigator

	 FORMCHECKBOX 

	· There are no resource implications for my department as Pharmacy will have no involvement in this study. The Investigator will be solely responsible throughout for the safe and appropriate storage and handling of all study medications.

	 FORMCHECKBOX 

	· Other Conditions:

     

	
	

	Name (print):
	Gillian Babe

	Position:
	Deputy Head of Department, Pharmacy

	Signed:
	
	Date:
	


	HREC Number:
	     


	PATHOLOGY (PathWest)

	Contact Mary Vukovich, Medical Scientist PathWest 9346 1207, J Block QEII Medical Centre Mary.Vukovich@health.wa.gov.au 

	Duration of the study 
	     


	Commencement date
	     

	Completion date
	     


	Will the study use Pathology resources?
	 FORMDROPDOWN 


	Please list/flag pages of the protocol that pertain to pathology

	If yes, you will be required to obtain a quotation from PathWest for the cost of these services. Please provide a written protocol to Josephine Salsano or Mary Vukovich.  A minimum of 2 weeks is required for this service.  Quotations will not be given over the telephone.

	Indicate all Non standard of care tests that will be conducted by PathWest

	1.
	     

	2.
	     

	3.
	     

	4.
	     

	

	Would these patients have normally received these tests if not participating in this research?
	 FORMDROPDOWN 


	If these tests are not routinely conducted at SCGH, would it be possible with the purchase of additional “kits?”
	 FORMDROPDOWN 


	Will specimen storage be required?
	 FORMDROPDOWN 


	Will additional tests be required for re-admissions, adverse events etc? If so see list below (to be completed by Principal Investigator) 

	     

	I have been notified of the resource implications to PathWest and grant approval for this study to be carried out using these resources. Formal contracts will be drawn up between PathWest and the Principal Investigator.

	Name (please print):
	Mary Vukovich

	Position:
	Medical Scientist 

	Signed:
	
	Date:
	


	HREC Number:
	     


	DIAGNOSTIC RADIOLOGY:

	Will Diagnostic Radiology resources be utilised as part the study protocol?
	 FORMDROPDOWN 


	If yes, contact the Head of Radiology Department, Dr Michael Bynevelt 9346 2177, 1st Floor G Block Michael.Bynevelt@health.wa.gov.au
Please indicate the pages of the protocol that are relevant to diagnostic imaging for Dr Bynevelt to review

	Commencement date
	     

	Completion date
	     


	Even if tests are considered ‘standard of care’ please list them below.

	Diagnostic Tests:
	Number of participants
	Number of times to be carried out per participants
	Potential total additional tests

	x-rays
	     
	     
	     

	CT
	     
	     
	     

	Ultrasound
	     
	     
	     

	MRI
	     
	     
	     

	Mammogram
	     
	     
	     

	Other (specify)      
	     
	     
	     

	
	

	Would these patients have normally received these tests if not participating in this research?
	 FORMDROPDOWN 


	Will the reports produced from the above tests have to be provided in a format other than the current standard?
	 FORMDROPDOWN 


	If ‘Yes’ please provide details of reporting requirements.

	     

	

	To be completed by Dr Bynevelt
	

	This study involves radiation exposure above standard care
	 FORMDROPDOWN 


	A dosimetry assessment is required for this study
	 FORMDROPDOWN 


	I have been notified of the resource implications to my department and grant approval for this study to be carried out using these resources.

	Name:
	Dr Michael Bynevelt

	Position:
	Head of Department, Radiology

	Signed:
	
	Date:
	


Note:  If, after a dosimetry assessment, the calculated effective dose of ionizing radiation in this study exceeds 5mSv in any year, approval will be required from the Radiological Council (RC) before the study is allowed to commence.
	HREC Number:
	     


	NUCLEAR MEDICINE

	Contact Dr Peter Robins, Head of Department, Nuclear Medicine, 9346 2322, 1st Floor G Block  Peter.Robins@health.wa.gov.au 

	Duration of Study
	     


	Commencement date
	     

	Completion date
	     


	Will the study use Nuclear Medicine resources?
	 FORMDROPDOWN 

	If ‘Yes’ please complete the table below

	Please indicate/flag the pages of the Protocol that are relevant to Nuclear Medicine for Dr Robins to review

	Diagnostic Tests:
	Number of participants
	Number of times to be carried out per participants
	Potential total additional tests

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	
	

	Would these patients have normally received these tests if not participating in this research?
	 FORMDROPDOWN 


	Will the reports produced from the above tests have to be provided in a format other than the current standard
	 FORMDROPDOWN 


	If ‘Yes’ please provide details of reporting requirements.

	     

	

	To be completed by Dr Robins
	

	This study involves radiation exposure above standard care
	 FORMDROPDOWN 


	A dosimetry assessment is required for this study
	 FORMDROPDOWN 


	I have been notified of the resource implications to my Department and grant approval for this study to be carried out using these resources.

	Name (please print):
	Dr Peter Robins

	Position:
	Head of Department, Nuclear Medicine

	Signed:
	
	Date:
	


(Note:  If, after a dosimetry assessment, the calculated effective dose of ionizing radiation in this study exceeds 5mSv in any year, approval will be required from the Radiological Council (RC) before the study is allowed to commence.)

	HREC Number:
	     


	PET SERVICE

	Contact Dr Peter Robins, Head of Department, WA PET Service, 9346 4339 1st Floor G Block  Peter.Robins@health.wa.gov.au

	Duration of Study
	     


	Commencement date
	     

	Completion date
	     


	Will the study use PET resources?
	 FORMDROPDOWN 

	If ‘Yes’ please complete the table below

	Please indicate/flag the pages of the Protocol that are relevant to PET scanning for Dr Robins to review

	Diagnostic Tests:
	Number of participant
	Number of times to be carried out per participant
	Potential total additional tests

	PET
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	
	

	Would these patients have normally received these tests if not participating in this research?
	 FORMDROPDOWN 


	Will the reports produced from the above tests have to be provided in a format other than the current standard
	 FORMDROPDOWN 


	If ‘Yes’ please provide details of reporting requirements.

	     

	

	To be completed by Dr Robins
	

	This study involves radiation exposure above standard care
	 FORMDROPDOWN 


	A dosimetry assessment is required for this study
	 FORMDROPDOWN 


	I have been notified of the resource implications to my department and grant approval for this study to be carried out using such resources.

	Name (please print):
	Dr Peter Robins

	Position:
	Head of Department, WA PET Service

	Signed:
	
	Date:
	


(Note:  If, after a dosimetry assessment, the calculated effective dose of ionizing radiation in this study exceeds 5mSv in any year, approval will be required from the Radiological Council (RC) before the study is allowed to commence.)
	HREC Number:
	     


	DOSIMETRY ASSESSMENT

	Contact Dr Ben Khoo, Senior Radiation Physicist, Medical Technology & Physics Department, 9346 4283 Ground Floor G Block.  Ben.Khoo@health.wa.gov.au 
Do NOT submit this form for Dosimetry Assessment until the relevant signatures from the Departments of Diagnostic Radiology, Nuclear Medicine and/or PET have been obtained if those services will be required as part of this study.

	Duration of Study
	     


	Commencement date
	     

	Completion date
	     


	Has this form been completed by the Departments of Diagnostic Radiology, Nuclear Medicine and/or PET Services prior to being submitted for Dosimetry Assessment?
	 FORMDROPDOWN 


	Does the study involve the use of ionising radiation (i.e. any form of x-ray or radioisotope use)?
	 FORMDROPDOWN 


	If ‘No’, return this page to Research Governance

	If ‘Yes’, are all components of ionising radiation involved in this study “standard of care”?
	 FORMDROPDOWN 


	If any ionising radiation component is not “standard of care”, has a dosimetry assessment report been requested from a radiation safety officer at SCGH for this study?
	 FORMDROPDOWN 


	Please indicate below the use of ionizing radiation that is above “standard of care”, e.g. 3 x CT scans of the chest; 2 x PET scans; 5 minutes of fluoroscopy of the neck; 2 chest x-rays etc.

	     

	Note:  If, after a dosimetry assessment, the calculated effective dose of ionizing radiation in this study exceeds 5mSv in any year, approval will be required from the Radiological Council (RC) before the study is allowed to commence.

	

	Will the study require further approval from Radiological Council?
	 FORMDROPDOWN 


	If ‘Yes’, has Radiological Council given approval?
	 FORMDROPDOWN 
 (copy to be provided)

	I have been notified and grant approval from the radiation safety aspect for this study to be carried out

	Name (please print):
	     

	Position:
	     

	Signed:
	
	Date:
	


	HREC Number:
	     


	THEATRES

	Contact Clinical Nurse Manager, Operating Theatres, 9346 2066, 2nd Floor G Block

	Will this study use Operating Theatre’s resources? 
	 FORMDROPDOWN 


	Type of Procedure:
	Number of patients

	     
	     

	     
	     

	     
	     

	I have been notified of the resource implications to this department and grant approval for this study to be carried out using the resources indicated.

	Name (please print):
	     

	Position:
	Clinical Nurse Manager, Operating Theatres

	Signed:
	
	Date:
	


	HREC Number:
	     


	OFF-SITE DIAGNOSTIC RADIOLOGY:

	

	Will off site Diagnostic Radiology be utilised as part the study?
	 FORMDROPDOWN 


	This study involves radiation exposure above standard care
	 FORMDROPDOWN 


	
	

	Site Investigator’s Name:
	Site Investigator's name

	Signed:
	
	Date:
	

	
	
	
	

	Please indicate the pages of the protocol that are relevant to diagnostic imaging.

	Diagnostic Tests:
	Number of participants
	Number of times to be carried out per participants
	Potential total additional tests

	x-rays
	     
	     
	     

	CT
	     
	     
	     

	Ultrasound
	     
	     
	     

	MRI
	     
	     
	     

	Mammogram
	     
	     
	     

	Other (specify)      
	     
	     
	     

	

	The following two questions are to be completed by the Radiation Safety Officer or the Head of Radiology at the institution named below.

	This study involves radiation exposure above standard care
	 FORMDROPDOWN 


	A dosimetry assessment is required for this study
	 FORMDROPDOWN 


	

	Institution
	Name of insitution conducting tests

	Name (please print):
	

	Position:
	Position held in the institution

	Signed:
	
	Date:
	


Note:  If, after a dosimetry assessment, the calculated effective dose of ionizing radiation in this study exceeds 5mSv in any year, approval will be required from the Radiological Council (RC) before the study is allowed to commence.
	HREC Number:
	     


	DOSIMETRY ASSESSMENT FOR OFF SITE INSTITUTION

	To be completed by institutional Radiation Safety Officer or a Radiation Physicist.

Alternatively contact Medical Technology & Physics Department, Ground Floor G Block, SCGH 9346 4283.

Do NOT submit this form for Dosimetry Assessment until the relevant signatures from the off site institution, has been obtained if those services will be required as part of this study.

	Duration of Study
	     


	Commencement date
	     

	Completion date
	     


	Has this form been completed by the off-site institution prior to being submitted for Dosimetry Assessment?
	 FORMDROPDOWN 


	Does the study involve the use of ionising radiation (i.e. any form of x-ray or radioisotope use)?
	 FORMDROPDOWN 


	If ‘No’, return this page to Research Governance

	If ‘Yes’, are all components of ionising radiation involved in this study “standard of care”?
	 FORMDROPDOWN 


	If any ionising radiation component is not “standard of care”, has a dosimetry assessment report been requested from a radiation safety officer for this study?
	 FORMDROPDOWN 


	Please indicate below the use of ionizing radiation that is above “standard of care”, e.g. 3 x CT scans of the chest; 2 x PET scans; 5 minutes of fluoroscopy of the neck; 2 chest x-rays etc.

	     

	Note:  If, after a dosimetry assessment, the calculated effective dose of ionizing radiation in this study exceeds 5mSv in any year, approval will be required from the Radiological Council (RC) before the study is allowed to commence.

	Will the study require further approval from Radiological Council?
	 FORMDROPDOWN 


	If ‘Yes’, has Radiological Council given approval?
	 FORMDROPDOWN 
 (copy to be provided)

	I have been notified and grant approval from the radiation safety aspect for this study to be carried out

	Name (please print):
	Name of Radiation Physicist

	Position:
	Position and Institution

	Signed:
	
	Date:
	


	HREC Number:
	     


	OTHER SERVICES       


	Outline the specific involvement the Department will have in this study (e.g. conducting specific tests or procedures, providing resources, including staff and/or equipment), so that the relevant Head of Department can assess the impact of your study.

	     

	I have been notified of the resource implications to this department and grant approval for this study to be conducted using these resources.

	Name (please print):
	     

	Position:
	     

	Signed:
	
	Date:
	


	HREC Number:
	     


	OTHER SERVICES       


	Outline the specific involvement the Department will have in this study (e.g. conducting specific tests or procedures, providing resources, including staff and/or equipment), so that the relevant Head of Department can assess the impact of your study.

	     

	I have been notified of the resource implications to this department and grant approval for this study to be conducted using these resources.

	Name (please print):
	     

	Position:
	     

	Signed:
	
	Date:
	


	HREC Number:
	     


	OTHER SERVICES       


	Outline the specific involvement the Department will have in this study (e.g. conducting specific tests or procedures, providing resources, including staff and/or equipment), so that the relevant Head of Department can assess the impact of your study.

	     

	I have been notified of the resource implications to this department and grant approval for this study to be conducted using these resources.

	Name (please print):
	     

	Position:
	     

	Signed:
	
	Date:
	


	HREC Number:
	     


	OTHER SERVICES       


	Outline the specific involvement the Department will have in this study (e.g. conducting specific tests or procedures, providing resources, including staff and/or equipment), so that the relevant Head of Department can assess the impact of your study.

	     

	I have been notified of the resource implications to this department and grant approval for this study to be conducted using these resources.

	Name (please print):
	     

	Position:
	     

	Signed:
	
	Date:
	


	HREC Number:
	     


	Section 7 – SCGH Investigator Responsibilities:

	

	· I am aware of the organisational Standard Operating Procedures for the Approval of Research within the Sir Charles Gairdner Group (SOPs) and with the referenced documents relating to good research practice on page one of this document.
· I accept the legal and ethical responsibilities associated with this project.
· I undertake to ensure that all persons under my supervision involved in this project will also conduct the research in accordance with all such applicable legal requirements and ethical responsibilities.

· I have obtained all the relevant signatures from all Departments whose services are required to perform aspects of the study
· I have provided all the relevant information to my Head of Department and a Divisional Co-Director to ensure they are aware of the physical, financial and personnel resources required to undertake the research.

	

	Name 
	     
      


	Signed:
	
	Date:
	

	
	
	
	


	Section 8:  Head of Department

	I have had the opportunity to review the Protocol and discuss the resource implications of this research with the SCGH Investigator.  I agree that the research can be conducted in this Department under the conditions as outlined below.
· The proposed research is appropriate for this department;

· That patients attending the department are not being asked to take part in too many studies;

· That adequate resources are available for the study to take place in the department;
· That the study does not overburden Hospital resources and/or interfere with routine patient care;

· The research budget has taken into account the financial, staff and equipment resource implications to the department that will be utilised for this research;

· That the SCGH Investigator has obtained approvals from all other departments that may be affected by the research prior to granting Departmental approval.

	Name (please print)
	     

	Department:
	     


	Signed:
	
	Date:
	

	
	
	
	

	Section 9:  Divisional Co-Director  (Mandatory for all SCGH Departments)

	NOTE: A Co-Director who is named as an Investigator for this study can not approve the study on behalf of their Division.  If this is the case, the other Co-Director must sign this page.

	Division (please select one):   FORMDROPDOWN 


	

	I have had the opportunity to review the Protocol and discuss this research with the SCGH Investigator, and accept responsibility for the financial and resource implications to this Division under the conditions outlined below.
· That the proposed research is in line with and/or furthers the goals of the Division and the Hospital;

· That I have been provided with sufficient information by the SCGH Investigator regarding the research and the Head of Department has indicated agreement to the research by signing this form.

· Appropriate procedures are in place for the research to continue and be completed should the Investigator leave the Hospital.

	Divisional Co-Director
	

	Name (please print):
	     

	Signed:
	
	Date:
	


Site Authorisation Form 1 July 2011

6 of 22

_1378641356.unknown

_1378641370.unknown

_1378641376.unknown

_1378641380.unknown

_1378641382.unknown

_1378641384.unknown

_1378642145.unknown

_1378641385.unknown

_1378641383.unknown

_1378641381.unknown

_1378641378.unknown

_1378641379.unknown

_1378641377.unknown

_1378641374.unknown

_1378641375.unknown

_1378641371.unknown

_1378641364.unknown

_1378641368.unknown

_1378641369.unknown

_1378641365.unknown

_1378641360.unknown

_1378641361.unknown

_1378641357.unknown

_1378641339.unknown

_1378641346.unknown

_1378641350.unknown

_1378641353.unknown

_1378641349.unknown

_1378641343.unknown

_1378641345.unknown

_1378641340.unknown

_1377074624.unknown

_1377074631.unknown

_1377074636.unknown

_1378641338.unknown

_1377074635.unknown

_1377074627.unknown

_1377074630.unknown

_1377074626.unknown

_1377074616.unknown

_1377074620.unknown

_1377074623.unknown

_1377074619.unknown

_1377074612.unknown

_1377074615.unknown

_1377074606.unknown

_1377074611.unknown

_1377074605.unknown

