ALFRED HEALTH
Alfred Specific Form

This form is to be completed for all projects using the NEAF National or NEAF Streamlined form and involving an Alfred Health Site.
Please include this form and any Resource Centre Manager’s Declarations with your submission.

1
Project details
1.1
Full project title
	


1.2
Project number:

1.3
Relationship to other projects at this site

1.3.1
Indicate whether the project is:
 FORMCHECKBOX 
 a new stand-alone project

 FORMCHECKBOX 
 a sub-component of a previously approved project

 FORMCHECKBOX 
 related to other previously approved projects (e.g. a follow-up study)

If the project is a sub-component of, or in some other way related to, a previously approved project, provide project numbers and titles for the other project(s). Also indicate which Human Research Ethics Committee(s) (HREC(s)) approved the other project(s).

	


1.3.2
(For interventional studies only) Indicate whether co-enrolment of participants in other interventional studies is intended:
 FORMCHECKBOX 
 No



 FORMCHECKBOX 
 Yes (if yes, please refer to the Alfred Hospital Ethics Committee’s Guidelines on co-enrolment and answer the following questions)
Provide project number and title of other projects currently underway (or put N/A)

	


Indicate the type of future studies in which participants might be co-enrolled

	


Comment on (i) any increased risks or burdens to participants and/or Person Responsible, (ii) impact on the scientific validity of data for either/all studies

	


Do the Protocol and/or Clinical Trial Research Agreement (for this study and any other study in which participants might be co-enrolled) exclude participation in another clinical trial?
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Not yet known Note: If yes, co-enrolment is not permitted
1.4
Project duration

1.4.1
Anticipated duration of project: ____ months
1.4.2
Anticipated commencement date at this site:       /      /

1.4.3
Anticipated completion date at this site:       /      /

2
Research personnel at this site

Please do not complete this section if you have already provided all of the details for the researchers at this site in the NEAF and/or Site Specific Assessment (SSA).

2.1
List all researchers involved in this project

Copy this table and repeat for each Principal Researcher.

	Title and Name
	

	Appointment
	

	Department
	

	Institution
	

	Mailing address
	

	Describe what this researcher will do in the context of this project
	

	Include a brief summary of relevant experience for this project
	

	Phone
	

	Fax
	

	Mobile/pager
	

	email
	


Copy this table and repeat for each Associate Researcher.

	Title and Name
	

	Appointment
	

	Department
	

	Institution
	

	Mailing address
	

	Describe what this researcher will do in the context of this project
	

	Include a brief summary of relevant experience for this project
	

	Phone
	

	Fax
	

	Mobile/pager
	

	email
	


Copy this table and repeat for each Student Researcher.

	Title and Name
	

	Appointment
	

	Department
	

	Institution
	

	Mailing address
	

	Degree/Course
	

	Does the HREC of the Institution at which the student is enrolled have to approve this project?
	

	Describe what this researcher will do in the context of this project
	

	Include a brief summary of relevant experience for this project
	

	Phone
	

	Fax
	

	Mobile/pager
	

	email
	


2.2
Training
Will any of the researchers require extra training to enable their participation in this project?

Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

If Yes, list the researchers, describe the training that is required and who will provide this training.

	Researcher
	Training required
	Who will provide training?

	
	
	

	
	
	

	
	
	


2.3
Other personnel

2.3 (a)
Research Coordinator (if not named as a co-researcher): 
	Title and Name
	

	Department
	

	Institution
	

	Include a brief summary of relevant experience for this project
	

	Mailing address
	

	Phone
	

	Fax
	

	Mobile/pager
	

	email
	


2.3 (b)
Person to whom the Office of Ethics and Research Governance should forward correspondence (if not the Principal Researcher)

	Title and Name
	

	Appointment
	

	Department
	

	Institution
	

	Mailing address
	

	Phone
	

	Fax
	

	Mobile/pager
	

	email
	


3
Participant details

3.1
Number of participants

(a) 
Total number of participants in the project at this site

(b) 
Break down the number of participants for each site within Alfred Health, and external to Alfred Health for which the Alfred Hospital Ethics Committee is the reviewing HREC.
	Site
	No. of participants

	e.g. XXX Hospital; YYY clinic; ZZZ community centre
	

	
	

	
	


3.2
Participant categories

What categories of people will be involved at this site? (eg. cancer patients, children, people with learning disabilities, pensioners, etc.)
	


3.3
Recruitment of participants

(a)
Are participants being recruited?

 FORMCHECKBOX 
 No
Go to Question 4
 FORMCHECKBOX 
 Yes


If Yes, describe the recruitment procedure.  Include information about:
· Source of participants (eg. From which Department, Unit or Site participants will be recruited)
· Exactly how potential participants will be identified

· Exactly how potential participants will be contacted and by whom, including whether the person making initial contact has any relationship to potential participants

· The method(s) by which information is provided to potential participants (eg. Verbally, information sheet, fliers, posters, etc)

· The setting in which information is provided (eg. Over the telephone, in a clinic or doctor’s surgery, through the mail, etc.)

	


(b)
Will any follow-up procedures be used to improve the rate of participation?

Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

If Yes, describe the procedures.

	


(c)
Will any dependent or unequal relationship exist between anyone involved in the recruitment and the potential participants (eg. Counsellor/client, teacher/student, doctor/patient, warder/prisoner etc.)? 

Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

If Yes:

(i) What is the nature of the dependent or unequal relationship? 

	


(ii) What measures will be taken to minimise the impact of the participant’s dependency so that the voluntariness of their consent is not compromised? 

	


(d)
Will any other dual relationship exist between any researcher and participants? 
For example, will any of the researchers also be: 

· colleagues of participants; 

· head of the department where it is proposed to recruit participants and carry out the research? 
Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

(See guidelines for further clarification)

If Yes:

(i) What is the nature of the dual relationship? 

	


(ii) How will ethical issues arising from the dual relationship be addressed?

	


(e)
Will reimbursement, payment or other offers be made to participants? 

Yes  FORMCHECKBOX 

No  FORMCHECKBOX 


If Yes, provide details.

	


4
Standard of Care 

Please confirm whether the following are considered standard of care at Alfred Health.

	Treatments/procedures
	Is the treatment or procedure standard of care at Alfred Health?

Yes/No/N/A
	If No, please provide details of what is standard of care
	If No, please justify why it is acceptable to conduct the study at this institution(eg safety, costs covered etc)


	Treatment (drug/device)
	

	Drug/procedure being studied
	
	
	

	 Standard/comparator drug/procedure in a controlled trial
	
	
	

	Procedures
	

	Number, frequency and volume of blood samples
	
	
	

	Number, frequency and volume of other tissue samples (eg bone marrow, sputum, urine etc)
	
	
	

	Number, frequency of radiation/imaging procedures
	
	
	

	Other procedures (Please specify, eg ECGs, spirometry)
	
	
	


5
Data source and storage

(a)
How many records will be sourced and what is the source (e.g. medical record, participant in person) and the type of information that will be collected, used or disclosed (e.g. date of birth, medical history, number of convictions, etc) (Repeat for each source)

	Source:
	

	Number of records:
	

	Type of information:
	


(b)
For what period of time will the information be retained? How will the information be disposed of at the end of this period?

	


(c)
Describe the security arrangements for storage of the information. Where will the information be stored? Who will have access to the information?  

	


(d)
If data is to be stored in a databank for future research, provide details of the following:

(i) the name of the databank

(ii) the form in which the data will be stored (identifiable, re-identifiable or non-identifiable) [NS 3.2.9(a)]; 

(iii) what the purpose of future use will be [NS 3.2.9(b)]; 

(iv) how any restrictions on the use of the data will be recorded to ensure future adherence  [NS 3.2.11 & 3.2.12];

(v) who the custodian of the data will be (include name, position, department and organisation) [NS 3.2.7].

	


6
Source of funding

How will this project be funded? For example, grant, commercial sponsorship, departmental funds.

	Source
	Amount in $
	Approved/pending

	
	
	

	
	
	


7
Types of admissions
7.1 
Multiday hospital stay

Will multiday hospitalisation be required or prolonged for the purposes of the study? Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

If Yes, provide details below
	How many additional days in hospital are expected for each patient?
	

	How many admission days (on average) per month?
	

	Under which unit will admission take place?
	


7.2 
Day admission

Will additional day patient admission be required for the purposes of the study? 
Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

If Yes, provide details below
	How many such admissions will be required for each patient?
	

	How many admissions (on average) per month?
	

	Under which unit will admission take place?
	


7.3 
Outpatient visits

Will additional outpatient visits be required for the purposes of the study?
 Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

If Yes, provide details below
	How many such visits will be required for each patient?
	

	How many visits (on average) per month?
	

	Under which unit will visit take place?
	


8. 
Departmental involvement

Staff (including medical, nursing, allied health, research assistants) may need to be involved in targeting, recruitment, enrolment and management of research participants.

8.1
Will staff be involved? 
Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

If Yes, please list all departments and staff involved
	Department
	Name
	Position
	Average hours/week to be devoted to study (hospital paid hours only)
	Funding Source

HSA or other

	
	
	
	
	


8.2
Are any of the research team in the employment of Monash University (including joint appointments with The Alfred) or Monash students?    Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

If Yes, please provide details

	


8.3
Will the research involve Monash University resources or be administered by Monash University?    Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 

If Yes, please provide details

	


8.4
Will the research be conducted by nurses, use nursing resources, or involve nurses as research subjects (The Alfred only)?    Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 
  If No, go to Question 8.5
If Yes, has the project been assessed by the Nursing Research and Access Committee (NRAC)?

 FORMCHECKBOX 
 Yes, approved by NRAC.  Date of approval: ……………….

 FORMCHECKBOX 
 Yes, assessed as not requiring NRAC review.  Please include evidence e.g. email from NRAC
 FORMCHECKBOX 
 No.
If the project has not been assessed by NRAC, please note that this must occur 
BEFORE the project can be submitted for ethical review.
8.5
Will the research involve Caulfield Hospital resources, staff or patients?


Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 
 If No, go to Question 8.6

If Yes, 

(a) has Caulfield Hospital authorised the research (via a Notice of Intention)? 


Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 
 This must occur BEFORE the project can be submitted for ethical review

(b) has/have the relevant Director/s signed at 10.4 below?    Yes  FORMCHECKBOX 
    Pending  FORMCHECKBOX 

8.6
Other hospital resources

Are other hospital resources required?
Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 

If Yes, please indicate below and complete the relevant Resource Centre Manager’s Declaration
	Resource/Service


Signed RCD provided?

    FORMCHECKBOX 
 Pathology



Yes  FORMCHECKBOX 

No  FORMCHECKBOX 



    FORMCHECKBOX 
 Radiation



Yes  FORMCHECKBOX 

No  FORMCHECKBOX 



    FORMCHECKBOX 
 Nuclear Medicine


Yes  FORMCHECKBOX 

No  FORMCHECKBOX 



    FORMCHECKBOX 
 Pharmacy



Yes  FORMCHECKBOX 

No  FORMCHECKBOX 



    FORMCHECKBOX 
 Heart Centre


Yes  FORMCHECKBOX 

No  FORMCHECKBOX 



    FORMCHECKBOX 
 Nursing



Yes  FORMCHECKBOX 

No  FORMCHECKBOX 



    FORMCHECKBOX 
 Medical Records


Yes  FORMCHECKBOX 

No  FORMCHECKBOX 



    FORMCHECKBOX 
 Lung Function


Yes  FORMCHECKBOX 

No  FORMCHECKBOX 



Other Resource/Service*

Sign-off provided at 10.4?
Other (please list below)


Yes  FORMCHECKBOX 

No  FORMCHECKBOX 





	For any ‘No’ checked above, has the Office of Ethics and Research Governance agreed to accept this application without sign-off provided? 

Yes 
 FORMCHECKBOX 

Which Administrator provided this advice? ……………………

No 
 FORMCHECKBOX 

This application cannot yet be accepted for review.



	*For ‘Other’ hospital resource/service, please use Section 10.4 below to indicate the service and type of resource/support being provided.  The section may be duplicated for each resource/service as required.

Each resource/service must be signed off by the relevant Manager/Head of Department/Unit.




9.
Legal Documents

9.1
Is there a CTN form?



Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

9.2
Is there a contract or research agreement?
Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

If so, please submit the CTRA and Indemnity Checklist.

9.3
Is there an indemnity?



Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

If so, please submit the CTRA and Indemnity Checklist.

9.4
Has an insurance certificate been provided?
Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

10.
Potential Conflict of Interests

Please indicate whether there will be any affiliation or financial interest for researchers or their immediate family members (personal), their departments or the institution in this research or its outcomes.




Personal

Departmental/Institutional

Conference and travel 

Yes  FORMCHECKBOX 

No  FORMCHECKBOX 


Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Recruitment incentives

Yes  FORMCHECKBOX 

No  FORMCHECKBOX 


Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Equipment


Yes  FORMCHECKBOX 

No  FORMCHECKBOX 


Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Direct payments

Yes  FORMCHECKBOX 

No  FORMCHECKBOX 


Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Shares/options


Yes  FORMCHECKBOX 

No  FORMCHECKBOX 


Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Board appointments

Yes  FORMCHECKBOX 

No  FORMCHECKBOX 


Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Bonuses


Yes  FORMCHECKBOX 

No  FORMCHECKBOX 


Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Consultancies


Yes  FORMCHECKBOX 

No  FORMCHECKBOX 


Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Milestone payments

Yes  FORMCHECKBOX 

No  FORMCHECKBOX 


Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Patents



Yes  FORMCHECKBOX 

No  FORMCHECKBOX 


Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Other 



Yes  FORMCHECKBOX 

No  FORMCHECKBOX 


Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

If you have answered Yes to any of the above, please provide details and justification for them. 

	


11.
Declarations
11.1
Declaration by the Principal Investigator at this site
The relevant sections of this form have been completed and are accurate.

Principal Investigator:
………………………………..………



Signature of Principal Investigator

Please do not complete the following sections if you have already provided all of the signatures for the researchers and Heads of Department at this site in the NEAF and/or Site Specific Assessment (SSA).

11.2
Declaration by Researchers and Research Coordinators

Project title:


I/WE, the researcher(s) agree:

· To only start this research project after obtaining ethics approval and site authorisation from Alfred Health;

· To conduct this research project in accordance with the protocols and procedures as approved by the reviewing HREC and Alfred Health;

· 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;

· To maintain the confidentiality of all data collected from or about project participants; 

· To agree to an audit if requested;

· 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/we 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.

Name of principal researcher …………………………………………………………….

Signature



Date

Name of researcher ……………………………………………………………………….

[Repeat for each researcher]

Signature



Date

Name of research co-ordinator …………………………………………………………….
Signature



Date

11.3
Certification by Principal Researcher and Head of Department
Project title:


Certification by Principal Researcher

I accept responsibility for the conduct of this research project according to the principles of the National Statement on Ethical Conduct in Human Research, 2007 published by the National Health & Medical Research Council. 

I certify that all researchers and other personnel involved in this project are appropriately qualified and experienced or will undergo appropriate training to fulfil their role in this project.

As principal researcher, I will ensure that 

· progress reports are provided to the reviewing HREC and Alfred Health as requested, including a final report and a copy of any published material at the end of the research project;

· the reviewing HREC is notified in writing immediately if any change to the project is proposed, and approval is received before proceeding with the proposed change;
· Alfred Health and the reviewing HREC are notified in writing immediately if any adverse event occurs, in accordance with respective adverse event reporting guidelines.

As principal researcher, I will take responsibility for the confidential maintenance of records for a minimum of 7 years after completion of the project (15 years in the case of drug trials) or as required by the institution/approving HREC.

Name of principal researcher: ……………………………………….

Signature



Date

Acceptance by Head of Department/Divisional Director/Authorised Institutional Official*

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

My signature indicates that I support this research project.

Name of Head of Department (or appropriate person): ………………………………………

Name of Department (or relevant section): ………………………………………

Signature



Date

*Where a researcher 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.

11.4
Declaration by Head of Supporting Department 

This page is to be completed by the Head of any Department that is providing endorsement, support or services to the research project, but which does not have any member(s) on the research team.  Please duplicate this page for each department as required.

	Project title:

Principal Researcher:


(a) Provision of Investigations/Services/Support (if applicable)
I have discussed this project with the Principal Researcher and have considered the relevant application documents and protocol. I am able to provide the following investigations/services/support (please provide details in text box below): 

	


 FORMCHECKBOX 

within the present resources of the Department;

 FORMCHECKBOX 

with the following financial assistance (please provide details in text box below):

	


Name of HOD: ……………………………………………………………….

Department: …………………………………………………………
Signature: ………………………………………………..……………

Date:

(b) Endorsement by Head of Supporting Department (if applicable)
I have discussed this project with the Principal Researcher and have considered the relevant application documents and protocol. I endorse this research project.
Name of HOD: ……………………………………………………………….

Department: …………………………………………………………
Signature: ………………………………………………..……………

Date:

12.
Review Fees

Review fees are charged for certain categories of applications.  For information about the fees, refer to the fee schedule.

Please complete the Ethics and Governance payment form for submission with this application.
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