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The Royal Victorian Eye and Ear Hospital
Cover Sheet for New Research Project

Refer to the Cover Sheet Guidelines to assist in completing this form.
	Date
	


	SECTION A  PROJECT INFORMATION


	Project Title
	


Brief description of the project in lay language (not more than 400 words)
Include brief background description, brief methodology focussing on how research participants are involved, and potential benefit of the project
	Dates

	Proposed start date
	

	Expected completion date
	


	Responsible Institution/Organisation
Identify the responsible Institution/Organisation for this research project?

	 FORMCHECKBOX 
  Royal Victorian Eye and Ear Hospital

 FORMCHECKBOX 
  Centre for Eye Research Australia

 FORMCHECKBOX 
  The University of Melbourne

 FORMCHECKBOX 
 Department of Otolaryngology

 FORMCHECKBOX 
 Department of Audiology and Speech Pathology

 FORMCHECKBOX 
  Other (please state)




	Principal Investigator
	
	Phone/Mobile
	

	
	
	Email
	

	Contact Person
	
	Phone/Mobile
	

	
	
	Email
	


	Broad Research Category
Must select one option

	 FORMCHECKBOX 
  Basic Research

	 FORMCHECKBOX 
  Clinical Medicine and Science
	
	 FORMCHECKBOX 
  Clinical Trial

 FORMCHECKBOX 
  Clinical Research

 FORMCHECKBOX 
  Genomic Research

 FORMCHECKBOX 
  Epidemiological Research

	 FORMCHECKBOX 
  Health Services

	 FORMCHECKBOX 
  Public Health


	Australian Bureau of Statistics Reporting
Please select one option

	 FORMCHECKBOX 
  Pure Basic research

 FORMCHECKBOX 
  Strategic Basic Research

 FORMCHECKBOX 
  Applied Research

 FORMCHECKBOX 
  Experimental Development


	Instructions for completing the Cover Sheet 

	All applications 

COMPLETE     SECTION A

SECTION D

SECTION E

SECTION F

AND CHOOSE 1 OPTION FROM THE RESEARCH GOVERENCE AUTHORISATION PATHWAYS BELOW

	Research Goverance Authorisation Pathways
Must select one option

	 FORMCHECKBOX 
  Eye and Ear HREC review only

ie the project is submitted to the Eye and Ear HREC for ethical review only and the Eye and Ear is not involved in the project in any other way.
	ALSO COMPLETE 

SECTION B

	 FORMCHECKBOX 
  Eye and Ear HREC review AND Eye and Ear site governance authorisation assessment

ie the project is submitted to the Eye and Ear HREC for ethical review and approval and the Eye and Ear site is also involved in the project.
	ALSO COMPLETE 

SECTION B 

and

SECTION C (C1 – C4)

	 FORMCHECKBOX 
  Eye and Ear site governance authorisation  assessment only 

ie the project has or will have ethical approval from another HREC and will not be reviewed by the Eye and Ear HREC and the Eye and Ear site is involved in the project. 
	ALSO COMPLETE 

SECTION C (C1 – C4)


	Research Methodology Category
Select option/s if it applies to the research project
	Additional instructions

	 FORMCHECKBOX 
  Clinical Trial
	Complete Attachment A

	 FORMCHECKBOX 
  Collection and / or use of biospecimens
	Complete Attachment B

	 FORMCHECKBOX 
  Genomic Research
	Complete Attachment B

	 FORMCHECKBOX 
  Project involves collection, use or disclosure of information (tick all that apply)
 FORMCHECKBOX 
  from a Commonwealth Agency
 FORMCHECKBOX 
 from a Private Sector Organisation
 FORMCHECKBOX 
 from a public health organisation and requires a waiver of consent
	Complete Attachment C

	 FORMCHECKBOX 
  Genetically Modified Organisms
	Attach 

 FORMCHECKBOX 
  IBC notification

 FORMCHECKBOX 
  OGTR licence document

	 FORMCHECKBOX 
  Radiation
	Attach Independent Assessment Report by a Medical Physicist


	SECTION B  EYE AND EAR HREC REVIEW 


Complete this section if the Eye and Ear HREC is the Reviewing HREC for this project
	Ethical Review Pathway

	 FORMCHECKBOX 
  Low Risk Research
	
	Low Risk Research Subcommittee 

	 FORMCHECKBOX 
  Greater than Low Risk 
	
	Human Research Ethics Committee


List the names of all sites for which the Eye and Ear HREC will be providing ethical review
 FORMCHECKBOX 
  Royal Victorian Eye and Ear Hospital

 FORMCHECKBOX 
  Centre for Eye Research Australia

 FORMCHECKBOX 
  The University of Melbourne

 FORMCHECKBOX 
  Department of Otolaryngology


 FORMCHECKBOX 
  Department of Audiology and Speech Pathology
 FORMCHECKBOX 
  Private clinic sites (please list below)
 FORMCHECKBOX 
 Other (please list below, clearly indicating if any of these sites are Universities or commercial entities)
	SECTION C EYE AND EAR SITE RESEARCH GOVERNANCE ASSESSMENT 


This section is specifically in relation to the Eye and Ear Site. Complete this section if the Eye and Ear site is involved in the research (ie. Recruitment of patients/staff, use of health information/data, hospital services ). Do not include details for other sites in this section.
	How is the Eye and  Ear involved in the research project?
Select all that apply

	 FORMCHECKBOX 
  Request to recruit participants

 FORMCHECKBOX 
  Eye and Ear patients
 FORMCHECKBOX 
  Eye and Ear staff

	 FORMCHECKBOX 
  Request to use Eye and Ear health information and/or other data

	 FORMCHECKBOX 
  Request to utilise Eye and Ear departments as a service

	 FORMCHECKBOX 
  Request to undertake clinical research (not clinical trial) at Eye and Ear involving Eye and Ear patients and resources (this means that Eye and Ear would be a ‘research site’) 

	 FORMCHECKBOX 
  Request to undertake a clinical trial at Eye and Ear as a research site involving Eye and Ear patients and resources (this means that Eye and Ear would be a ‘clinical trial site’)


	Site Research Governance Authorisation Pathway
Must select one option
	Instructions to applicants

	Eye and Ear is a Research site
	 FORMCHECKBOX 
  Eye and Ear site specific assessment 
· Under streamlining ethical approval procedures
· Reviewing HREC is not Eye and Ear HREC
	Complete the SSA form and submit using ERM



	
	 FORMCHECKBOX 
  Eye and Ear site research governance assessment 

· in parallel with Eye and Ear HREC review
	Documentation submitted for HREC review will be utilised for site specific assessment 



	Eye and Ear is not a research site but is involved in the project – single service only
	 FORMCHECKBOX 
  Recruitment Authorisation of Eye and Ear patients/ staff only
	Submit Protocol, Participant Information & Consent Form and recruitment material 

	
	 FORMCHECKBOX 
  Data and / or Material Transfer Authorisation only

· Use of data only by a third party


	Submit Protocol 
Participant Information & Consent Form

Victorian Specific Module (if approved through NMA scheme)
If external organisation is lead organisation/site then attach draft Data and/or Material  Transfer Agreement Schedule

	
	 FORMCHECKBOX 
 Research Services Authorisation only

· Use of Eye and Ear services only by an external organisation
	Submit Protocol 
Participant Information & Consent Form

If external organisation is lead organisation/site then attach draft Service Agreement

	Eye and Ear is not a research site but is involved in the project – combined services
	 FORMCHECKBOX 
 Combined services including any or all of the 
Following:
 FORMCHECKBOX 
  Recruitment Authorisation of Eye and Ear patients/staff 

 FORMCHECKBOX 
  Data and / or Material Transfer Authorisation 
 FORMCHECKBOX 
  Research Services Authorisation 

 FORMCHECKBOX 
  Other
	Submit Protocol
Participant Information & Consent Form and recruitment material 
Draft (combined) Services Agreement


SECTION C1  EYE AND EAR PARTICIPANT RELATED INFORMATION
Complete either Section C1A or C1B

SECTION C1A  USE OF EYE AND EAR HEALTH INFORMATION / DATA ONLY
Complete this section if the research project ONLY involves the use of health information and/or data

	What health information/data is required? Please include number of records.


	Is a third party involved?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	If yes, please provide details




	Eye and Ear Hospital Involvement and Impact on Departments/Services
Indicate which Eye and Ear supporting departments and services will be required to support this research and how they will be affected.

Complete and attach a separate Research Supporting Department Declaration Form for each service department/unit involved in this research project.

	Operational Department

 FORMCHECKBOX 
  Health Information Services – Medical Records (hard copy files only)
 FORMCHECKBOX 
  Other (please specify)



	Detail any other additional requirements




SECTION C1B  USE OF EYE AND EAR PARTICIPANTS/SERVICES
Complete this section if the research project involves Eye and Ear staff, patients or if hospital services are required in addition to standard care

	Recruitment procedures
Please provide details of recruitment



	Research Procedures

Is the Eye and Ear patient an
	 FORMCHECKBOX 
  Inpatient           FORMCHECKBOX 
  Outpatient

	What is standard care at this site?



	How does the research differ from standard care?



	Who will cover the cost of the additional procedures?




	Participant Timeline/Flowchart
(from start to finish for participants) Please complete the table outlining the experimental plan

	Day
	Procedure
	Location
	Duration

	
	
	
	

	
	
	
	

	
	
	
	


	Eye and Ear Hospital Involvement and Impact on Departments/Services
Indicate which Eye and Ear supporting departments and services will be required to support this research and how they will be affected.

Complete and attach a separate Research Supporting Department Declaration Form for each service department/unit involved in this research project.

	Operational Department

 FORMCHECKBOX 
  Pharmacy
 FORMCHECKBOX 
  Diagnostic Eye Services
 FORMCHECKBOX 
  Operating Theatre

 FORMCHECKBOX 
  Health Information Services – Medical Records

 FORMCHECKBOX 
  Interpreter Services
 FORMCHECKBOX 
  Other (please specify)



	Detail any other additional requirements



	Specialist Clinics

 FORMCHECKBOX 
  Outpatient Clinic (please list below name of Clinic)



	State number of participants to be recruited at the Eye and Ear site
	

	Who will be consulting/interacting with the participants for this research (eg: someone who is part of the normal clinic roster or someone who is supernumerary)?
	

	Will there be an additional impact on Clinic (eg: additional appointments, longer appointments, extra tests)?
	

	Will an interpreting service be required?
	

	Detail any other additional requirements




	SECTION C2 EYE AND EAR CREDENTIALING REVIEW 


Complete this section for all members of the research team
	Appointment status

	Name


	Use of Eye and Ear (EAE) resources for role in this project

Select all that apply
	Current Eye and Ear appointment status
Select all that apply

	
	 FORMCHECKBOX 
 None
 FORMCHECKBOX 
 Site access

 FORMCHECKBOX 
 Direct patient contact 

 FORMCHECKBOX 
 EAE health information    

     (medical records)

 FORMCHECKBOX 
 Other
	 FORMCHECKBOX 
 None required

 FORMCHECKBOX 
 Eye and Ear employee

 FORMCHECKBOX 
 Eye and Ear Honorary Researcher              appointment (HRA)
 FORMCHECKBOX 
 Pending EAE appointment

 FORMCHECKBOX 
 Pending/ Will apply for HRA

	 
	 FORMCHECKBOX 
 None
 FORMCHECKBOX 
 Site access

 FORMCHECKBOX 
 Direct patient contact 

 FORMCHECKBOX 
 EAE health information 

     (medical records)

 FORMCHECKBOX 
 Other
	 FORMCHECKBOX 
 None required

 FORMCHECKBOX 
 Eye and Ear employee

 FORMCHECKBOX 
 Eye and Ear Honorary Researcher            appointment (HRA)

 FORMCHECKBOX 
 Pending EAE appointment

 FORMCHECKBOX 
 Pending/ Will apply for HRA


Copy and paste row for each member of research team
	Additional appointment status information

Provide additional details in this section



	Scope of Practice

	Are all members of the research team credentialed to undertake their role and have an approved scope of practice for their role in this project?

If no, submit credentialing request to Research Office.
	 FORMCHECKBOX 
 Yes         FORMCHECKBOX 
 No


SECTION C3  MULTI-SITE PROJECT INFORMATION
Complete this section if there are multiple sites involved
	Is the Eye and Ear HREC the Reviewing HREC?
 If no, specify the name of the Reviewing HREC AND Attach Reviewng HREC ethical approval letter(s) and any additional amendment approval letters
	 FORMCHECKBOX 
 Yes         FORMCHECKBOX 
 No


	Is the project a collaborative project?  

If No, specify the name of the lead site?

	 FORMCHECKBOX 
 Yes         FORMCHECKBOX 
 No


	List the names of the sites involved

	
	Name of site(s)
	Specify name of Lead site

	 FORMCHECKBOX 
 Victorian Public Hospital
	
	

	 FORMCHECKBOX 
 Interstate Public Hospital
	
	

	 FORMCHECKBOX 
 Eye and Ear Research Partner
	
	

	 FORMCHECKBOX 
 Private clinic
	
	

	 FORMCHECKBOX 
 Commercial organisation
	
	

	 FORMCHECKBOX 
 International site
	
	


	Co-ordinating Principal Investigator Details

	Coordinating  Principal Investigator 
	
	Phone/Mobile
	

	
	
	Email
	

	Organisation


	Eye and Ear site Principal Investigator Details if different from Project PI

	Principal Investigator (of Eye and Ear site)
	
	Phone/Mobile
	

	
	
	Email
	


SECTION C4  AGREEMENTS
	Intellectual Property

	Is there likely to be Intellectual Property involved in this project?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	If Yes, has an agreement been reached by the parties involved?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No


	Is a third party involved in the research project?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	If yes, it is likely that a research agreement and indemnity from the third party is required. If the project is a clinical trial, do not complete this section – please complete   Attachment A.

	Agreement type
	Additional documents
	Submitted
	Pending

	 FORMCHECKBOX 
 Data Transfer Agreement
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	 FORMCHECKBOX 
 Services Agreement

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	 FORMCHECKBOX 
 Intellectual Property Agreement
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	 FORMCHECKBOX 
 Collaboration Agreement
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	 FORMCHECKBOX 
 Other
	Provide details
	 FORMCHECKBOX 

	 FORMCHECKBOX 



	Indemnity
	Additional documents
	Submitted
	Pending

	 FORMCHECKBOX 
 Included in Agreement
	Attach certificate of insurance
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	 FORMCHECKBOX 
 Separate Indemnity
documentation
	Attach certificate of insurance
	 FORMCHECKBOX 

	 FORMCHECKBOX 



SECTION D  FEE SCHEDULE
	Eye and Ear (EAE) will charge an application fee for certain categories of applications. Please refer to Research Office website for current fee charges.  Please tick relevant category below:

	
	Fee Type
	

	 FORMCHECKBOX 

	EAE HREC review - Commercially funded and initiated studies

	 FORMCHECKBOX 

	EAE HREC review - Not for Profit External/Unaffiliated initiated studies

	 FORMCHECKBOX 

	EAE HREC review and Research Governance Authorisation – Eye and Ear staff (fee waived)

	 FORMCHECKBOX 

	EAE Research Governance Authorisation - Commercially funded and initiated studies

	 FORMCHECKBOX 

	EAE Research Governance Authorisation - Not for Profit External/Unaffiliated initiated studies

	Please provide name, address and email below of who the complying tax invoice should be sent to:



SECTION E  OTHER
	Other relevant information for the project
Please add any other information that will assist the Research Office in reviewing this study

	


SECTION F  DECLARATIONS
	Declaration by Principal Investigator
I declare that:

· All information in this application and supporting documentation is correct and as complete as possible;

· I have read and addressed in this application the requirements of the National Statement and any other relevant guidelines;

· I have familiarised myself with, considered and addressed in this application any relevant legislation, regulations, research guidelines and organisational policies;

· All relevant financial and non-financial interests of the project team have been disclosed; and
· In the capacity of a supervisor, as applicable, I have reviewed this application and I will provide appropriate supervision to the student(s) in accordance with the arrangements specified in this application and those associated with the student’s educational program.
Name of Principal Investigator     
Signature  
Date      


	FOR EYE AND EAR RESEARCH PROJECT ONLY

Declaration by Head of Department*

· I certify that I have read the research project application named above.

· I certify that I have discussed this research project and the resource implications for this Department, with the Principal Investigator.

· I certify that all researchers/students from my Department involved in the research project have the skills, training and experience necessary to undertake their role.

· I certify that there are suitable and adequate facilities and resources for the research project to be conducted at this site.

· I undertake that I will be a contact point for the escalation of any issues that cannot be resolved with the Principal Investigator, and will oversee the appropriate resolution of the issues, such as audit findings, HREC concerns and complaints.
Name of Head of Department (or appropriate person)    
Name of Department (or relevant section)    
Signature




Date     
*Where a member of the research team is also Head of Department, certification must be sought from the person to whom the Head of Department is responsible.  Researchers who are also Department Heads or Divisional Directors must not approve their own research on behalf of the Institution.
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