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HUMAN RESEARCH ETHICS COMMITTEE
          RESEARCHER’S DECLARATION
THIS FORM MUST BE COMPLETED FOR EACH RESEARCHER ON EACH SPECIFIC PROJECT
One signed original to be submitted with either a new HREC application or an HREC Change of a Research Team Member form requesting new personnel to be added.
RESEARCHER’S DETAILS

	Title
	Given Name
	Surname
	Work Address
	Email

	
	
	
	
	


	Primary Employer 
	

	Role Title
	


PROJECT DETAILS 

	Project Title:
	

	Project No: (if known)
	

	Principal Investigator:
	

	Are Eye and Ear patients involved?
	Yes   FORMCHECKBOX 

No   FORMCHECKBOX 


If YES, are the patients <18 years of age?
Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

If YES, a current Working With Children Check is required if project scope and contact with a child is unsupervised, direct and a part of the person’s duties.

	Describe your role in this project in detail
	

	Do you require access to the Eye and Ear digital health record?
	Yes   FORMCHECKBOX 

No   FORMCHECKBOX 



EYE AND EAR APPOINTMENT 

	Do you have a current Eye and Ear appointment?
	Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

Position: __________________________

Current Scope of Practice:      __________________________________
If NO, please complete Honorary Researcher section below.

	If you have an Eye and Ear appointment, is the role you will perform for this project within your current Scope of Practice?
	Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

If YES, please sign and submit page 1 & 2 only of this form.
If NO, please also complete details on page 3 to amend your research scope of practice.


EYE AND EAR HONORARY RESEARCHER APPOINTMENT 

	Do you have a current Eye and Ear honorary researcher appointment?
	Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

Appointment expiry date: __________________
Current Scope of Practice:      __________________________________

If NO, please complete page 3.

	If you have an Eye and Ear honorary researcher appointment, is the role you will perform for this project within your current Scope of Practice?
	Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

If YES, please sign and submit page 1 & 2 only of this form.
If NO, please complete details on page 3 also.


Declaration by Researcher
I agree:

· to keep confidential all information that relates to individuals involved in this research/audit.  I shall not make any direct copy of participant’s records and all data collected will be de-identified and relevant consents obtained.
· to keep confidential any information concerning persons or events that comes to my attention at The Royal Victorian Eye and Ear Hospital.  Such information includes anything relating to the project/audit above, and any other information which I hear, see or read during my time at the hospital.
· to only start this research project after obtaining final approval from the Institution’s Human Research Ethics Committee (HREC);
· to conduct this research project in accordance with the protocols and procedures as approved by the HREC;
· to only carry out this research project where adequate funding is available to enable the project to be carried out according to good research practice and in an ethical manner;
· to provide additional information as requested by the HREC;

· to maintain the confidentiality of all data collected from or about project participants; 
· to agree to an audit if requested by the HREC;

· to only use data and any tissue samples collected for the study for which approval has been given;

· to only grant access to data to authorised persons; and

· to maintain security procedures for the protection of privacy, including (but not restricted to): removal of identifying information from data collection forms and computer files, storage of linkage codes in a locked cabinet and password control for access to identified data on computer files.  

I have read the NH&MRC National Statement on Ethical Conduct in Human Research (2007) and will observe the principles set out in that document and in the Declaration of Helsinki and ICH Good Clinical Practice.
Researcher’s Signature:  
Date:  

Please complete if you do not have a current Eye and Ear appointment, or your role for the project is outside your current approved scope of practice.
QUALIFICATIONS 

	
	Year
	Qualification
	University/College*

	Graduation:
	
	
	

	Postgraduate:
	
	
	

	Profession/Course:
	

	Registration:
	AHPRA:
Yes
 FORMCHECKBOX 

No
 FORMCHECKBOX 

AHPRA Reg No:  


Other:

	*For researchers who have received their education in non-English speaking countries, please attach evidence of English language (IELTS) test results.


	Have you completed Good Clinical Practice (GCP) TransCelerate approved training?
	Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

If YES, please provide a copy of the current certificate of training.


ROLE IN PROJECT 

What Scope of Practice do you require for this role? (please add/delete as appropriate)

	· Access to medical record (including DHR)

· Assessing vital signs

· Audiologist

· Conducting ERG’s

· Conducting Patient Interviews

· Conducting questionnaires

· Conducting retinal imaging (including OCT, fundus photography)

· Medical Officer

· Obtain blood samples and skin biopsy

· Optometrist

· Orthoptist

· Patient Recruitment

· Slit lamp examination (not including administering eye drops)

· Speech Pathologist

· Taking blood pressures

· Physiotherapist

· Principal Investigator with oversight of research project but no patient contact at or on behalf of the Eye and Ear Hospital

· Venepuncture

· Visual acuity measurements

Other:




What training have you received for this role? (please provide evidence of training)
If you require extra training to perform the roles listed above, please detail who will provide the training.
Please refer to the matrix on page 5 and indicate your role in the project and attach the evidence/certificates required for the role:

	Researcher Type
	Category

(please tick (one only)
	Please tick documents attached to this application.

Please note, incomplete applications will be returned and not considered by the Credentialing Committee until all required documents are received by the Research Office.

	
	
	CV

	Police Check

	WWCC

	Health Record Act
 (if not AHPRA registered)
	Hand Hygiene

	Researcher Handbook Compliance Sign Off

	Good Clinical Practice


	Eye and Ear employed researcher
	
	
	
	
	
	
	
	

	Principal Investigator on interventional drug/device trial
	
	
	
	
	
	
	
	

	Principal Investigator on non-interventional clinical research project with patient contact and medical record access
	
	
	
	
	
	
	
	

	Principal Investigator with oversight of research project with no Eye and Ear patient contact
	
	
	
	
	
	
	
	

	Researcher on project with patient contact and medical record access
	
	
	
	
	
	
	
	

	Researcher on project involving medical record access only
	
	
	
	
	
	
	
	

	Researcher on project with no Eye and Ear patient contact and no medical record access
	
	
	
	
	
	
	
	


RESEARCHER TRAINING MATRIX
	Credentialing                Requirement

Role in Project
	Researcher Declaration Form
	Curriculum Vitae 
(if not provided in past year)
	Police Check
	Working With Children Check
	Health Record Act (if not AHPRA registered)
	Hand Hygiene
	Researcher Handbook Compliance
Sign Off
	Good Clinical Practice

	Eye and Ear employed researcher
	√
	√
	In place as employee
	In place as employee, if working with children in scope of role
	In place as employee
	In place as employee
	In place as employee
	Reqd if PI on interventional trial. Others - not at this point but highly recommended

	Principal Investigator on interventional drug/device trial
	√
	√
	√
	If working with children in project scope and contact with a child is unsupervised, direct and a part of the person’s duties
	√
	√
	√
	√

	Principal Investigator on non-interventional clinical research project with patient contact and medical record access
	√
	√
	√
	If working with children in project scope and contact with a child is unsupervised, direct and a part of the person’s duties
	√
	√
	√
	Not at this point but highly recommended

	Principal Investigator with oversight of research project with no Eye and Ear patient contact
	√
	√
	√
	-
	√
	-
	-
	Not at this point but highly recommended

	Researcher on project with patient contact and medical record access
	√
	√
	√
	If working with children in project scope and contact with a child is unsupervised, direct and a part of the person’s duties
	√
	√
	√
	Not at this point but highly recommended

	Researcher on project involving medical record access only
	√
	√
	√
	-
	√
	-
	-
	Not at this point but highly recommended

	Researcher on project with no Eye and Ear patient contact and no medical record access
	√
	√
	-
	-
	-
	-
	-
	Not at this point but highly recommended


� Curriculum Vitae - required if not provided in past year


� National Police Check – name only check required � HYPERLINK "http://www.police.vic.gov.au/content.asp?Document_ID=274" �http://www.police.vic.gov.au/content.asp?Document_ID=274�


� WWCC - If working with children in project scope and contact with a child is unsupervised, direct and a part of the person’s duties � HYPERLINK "http://www.workingwithchildren.vic.gov.au/home/applications/" �http://www.workingwithchildren.vic.gov.au/home/applications/�


� Health Record Act -  � HYPERLINK "https://ohsc.e3learning.com.au/" ��https://ohsc.e3learning.com.au/ �


� Hand Hygiene - � HYPERLINK "http://www.hha.org.au" �http://www.hha.org.au�


� Handbook - � HYPERLINK "http://www.eyeandear.org.au/page/Research/Research_Committees/Forms/" �http://www.eyeandear.org.au/page/Research/Research_Committees/Forms/�


� GCP - Highly recommended � HYPERLINK "http://www.transceleratebiopharmainc.com/gcp-training-attestation/" �http://www.transceleratebiopharmainc.com/gcp-training-attestation/� (for list of approved providers of GCP training)
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