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WA Health Site Specific Assessment (SSA) Form

GUIDELINES
1. Purpose of the Form

The Site Specific Assessment (SSA) is a component of research governance under the WA Health Research Governance Policy and Procedures framework, undertaken by Health Services within WA Health, to assess the suitability of the site(s) to be involved in the research project. 
The governance review for the Department of Health data collections, does not involve a SSA, however, a review of the data application by the Data Custodian and approval for the release of personal health information from the Data Steward is required. For further information refer to the Department of Health WA Human Research Ethics Committee application guidelines available from the Department of Health Information About Health Data website.
The SSA is the mechanism for professional, legal and financial accountability and transparency and is consistent with the NHMRC “Code of Responsible Conduct of Research” 2007 and the Financial Management Act 2006 (WA). It enables Health Services to reduce risk and quantify the contribution of resources and assist with future operational planning and budgets. It involves:

(a) assessing the suitability of the site and investigator(s) to conduct research;

(b) the assessment and management of site risk; and 

(c) the identification of ‘actual’ or ‘in kind’ resources that will be required for the conduct and completion of the project and whether they can be met by either the sponsor or the Health Service.

Human Research Ethics Committee (HREC) approval of the research protocol is not a pre-requisite for submission of an SSA at the research site, these submissions can occur simultaneously. Final approval to conduct a project at a site requires:

· evidence of HREC approval (from either a WA Health HREC or NHMRC certified HREC);

· consideration and sign off of the financial commitment by the Head(s) of Department(s), Business Manager, Divisional Director (or Site/Regional Director) at the Health Service/site; and

· final sign off on the provision of resources at the site by the Health Service Chief Executive (CE) or delegate. 

2. Instructions for the Coordinating Principal Investigator/Principal Investigator

· This governance form must be completed by the Coordinating Principal Investigator (CPI) in single-centre or local site Principal Investigator (PI) in multi-centre, or delegate, for each WA Health site where the research is being conducted. 

· In research that requires a full HREC review a SSA Form is required for each site (e.g. institution) involved in the research within the Health Service. Except for the following where one SSA Form may incorporate a ‘group of sites’ within a Region or Health Service as listed in 1.3.1. 
Examples of groups of sites include:
· Sites within a WA Country Health Service (WACHS) Region;
· North Metropolitan Health Service Mental Health (NMHS MH);
· NMHS Public Health;
· South Metropolitan Health Service Mental Health (SMHS MH); and 
· SMHS Public Health.

The form must include details of the sites and a declaration of support from the relevant Site Directors (plus Regional Directors for WACHS) that are involved in that Health Service (refer to 18.3). 
The term ‘site(s)’ in the form refers only to the group of sites within the Region or Health Services listed above.
· For student projects the form should be completed by the student under supervision by a WA Health Research Supervisor. 

· All aspects of this SSA Form are to be completed, where relevant, and the required associated documents attached.

· Refer to the WA Health Research Governance Policy and Procedures for further information.

· Applicants should begin negotiations with relevant WA Health personnel responsible for resources that will be required for the project, e.g. Heads of Departments or delegate(s) and Business Manager, as early as possible. Negotiations pertaining to the research governance processes should commence and run parallel to the HREC approval cycle. The Research Governance and CE (or delegate) Declarations, however, will only be signed off once the HREC approval has been given.

· The SSA Form must be submitted to the relevant Health Service/site Research Governance Officer (RGO), responsible for site(s) where the research will be conducted, for consideration and review prior to final authorisation by the Health Service CE or delegate.

· The checklist on the back of the SSA Form will assist with the SSA submission.
· Check boxes in this form can be checked by right clicking on the box and going to properties and changing the default value to checked.
Some information on this SSA can be copied from the ethics application form if the ethics application is completed prior to the SSA. Complete all sections that are relevant to the project and site(s) at which the project is to be conducted.
	1. PROJECT DETAILS


	1.1 Project 
1.1.1 Project Title (in full):       (NEAF 1.1; WAHEAF 1.1)
1.1.2 Short title:        (NEAF 1.1; WAHEAF 1.1.2)
1.1.3 Acronym (if applicable):       (WAHEAF 1.1.3)
1.1.4 Protocol Number (number/version/date as applicable):       (WAHEAF 1.1.4)
1.1.5 Coordinating Principal Investigator:       (WAHEAF 1.1.5)



	1.2 Scientific and Ethical Review 
1.2.1 HREC Reference Number:      
Only complete this field if you have been issued a HREC Reference Number by the HREC.
1.2.2 Name of HREC reviewing the research project:       (WAHEAF 1.2.2) 

1.2.3 This project is a: (WAHEAF 1.2.3)  
Single-centre project    FORMCHECKBOX 
                       Multi-centre project    FORMCHECKBOX 

(If a multi-centre project, complete questions 1.2.4 to 1.2.6)
1.2.4 Is the multi-centre project inter-jurisdictional (between the States) or intra-jurisdictional (within WA)?

Inter-jurisdictional    FORMCHECKBOX 
                            Intra-jurisdictional    FORMCHECKBOX 

1.2.5 If it is a multi-centre project, how is it ethically reviewed?

Non-single ethical review    FORMCHECKBOX 
    WA Single ethical review    FORMCHECKBOX 
    National approach to single ethical review    FORMCHECKBOX 

1.2.6 If the national approach to single ethical review is used, was the review inter-jurisdictional (between the States) or intra-jurisdictional (within WA)?

Inter-jurisdictional    FORMCHECKBOX 
                            Intra-jurisdictional    FORMCHECKBOX 




	1.3 Project Site(s)
1.3.1 Give the name of the project site or ‘group of sites’ (as defined in the guidelines on page 1) to which this SSA applies (nominate one only): 

Armadale Health Service 

 FORMCHECKBOX 

Bentley Health Service

 FORMCHECKBOX 

Child and Adolescent Health Service
 FORMCHECKBOX 

Fiona Stanley Hospital

 FORMCHECKBOX 

Fremantle Hospital  

 FORMCHECKBOX 

Joondalup Health Campus
 FORMCHECKBOX 

Kaleeya Hospital

 FORMCHECKBOX 

King Edward Memorial Hospital For Women

 FORMCHECKBOX 

NMHS Mental Health

 FORMCHECKBOX 

NMHS Public Health

 FORMCHECKBOX 

Osborne Park Hospital

 FORMCHECKBOX 

Rockingham General Hospital

 FORMCHECKBOX 

Royal Perth Hospital

 FORMCHECKBOX 

Sir Charles Gairdner Hospital

 FORMCHECKBOX 

SMHS Mental Health

 FORMCHECKBOX 

SMHS Public Health

 FORMCHECKBOX 

Swan Kalamunda Health Service

 FORMCHECKBOX 

WACHS Goldfields Region

 FORMCHECKBOX 

WACHS Great Southern Region

 FORMCHECKBOX 

WACHS Kimberley Region

 FORMCHECKBOX 

WACHS Midwest Region

 FORMCHECKBOX 

WACHS Pilbara Region

 FORMCHECKBOX 

WACHS South West Region

 FORMCHECKBOX 

WACHS Wheatbelt Region

 FORMCHECKBOX 

Other 

 FORMCHECKBOX 

1.3.1.1 Name of ‘Other’ Site:      
1.3.1.2 List the multiple sites within a ‘group of sites’ (nominated in 1.3.1) that are involved with the research project.
     
1.3.2 Sites involved with the project
Indicate the number of sites (including the ones nominated in 1.3.1) that are involved with the project both within Australia and overseas.

WA Health sites

Non-WA Health sites within WA 

Non-WA sites within Australia
Non-Australian sites
Number of sites

     
     
     
     



	1.4 Description of the Project (NEAF 1.2 and 5.3; WAHEAF 1.3)

Briefly outline in plain language, the project aim(s), justification, participant group(s), project design and methods and expected outcomes (400 words max). This is to enable the research governance officer to understand the nature and impact of the research project at the site. Indicate if the site(s) is not involved in all aspects of the project outlined to the HREC.
      



	1.5 Provide the Anticipated Start and Finish Dates for the Research Project at the Site(s). 
1.5.1 Start date (dd/mm/yy):

      (NEAF 4.1.1.1.1.1.1; WAHEAF 1.8.1)
1.5.2 Finish date (dd/mm/yy):

      (NEAF 4.1.1.1.1.1.2; WAHEAF 1.8.2)
1.5.3 Duration (months):

      (WAHEAF 1.8.3 )
Start date = the first point of recruitment i.e. the date when the advertising or screening for participants begins. 

Finish date = when no further contact with participants/data source is foreseen including the data analysis and reporting period.


	2. Broad Research Area, NHMRC Group and Field of Research


	2.1 NHMRC Broad Research Area (one only) (Mandatory)
2.1.1 Basic Science (Discovery) Research

 FORMCHECKBOX 

2.1.2 Clinical Medical and Science Research

 FORMCHECKBOX 

2.1.3 Health Services Research
 FORMCHECKBOX 

2.1.4 Public Health Research

 FORMCHECKBOX 

2.1.2 Type of Clinical Medical and Science Research
2.1.2.1 Clinical trial - drug 

 FORMCHECKBOX 

2.1.2.2 Clinical trial - device

 FORMCHECKBOX 

2.1.2.3 Clinical trial – surgery & other procedural intervention

 FORMCHECKBOX 

2.1.2.4 Clinical trial - other
 FORMCHECKBOX 

2.1.2.5 Clinical data registry

 FORMCHECKBOX 

2.1.2.6 Clinical interventional research other than clinical trials
 FORMCHECKBOX 

2.1.2.7 Clinical non-interventional research

 FORMCHECKBOX 




	2.2 NHMRC Group and Fields of Research (Mandatory)
Select from the list a Group and Field of research. To establish the group and field go to: http://www.nhmrc.gov.au/_files_nhmrc/file/grants/policy/NHMRC%20Fields%20of%20Research.pdf
This information is required for the National Approach annual reports.
2.2.1 NHMRC Group
     
2.2.2 NHMRC Fields of Research 
     



	3. Research Personnel (at the relevant site(s) only)


	Provide details of investigators’ qualifications, expertise and employment status at this site. If a ‘group of sites’ is nominated in 1.3.1 include all names of research personnel involved with each site within that ‘group of sites’. 
Student projects to be conducted at a WA Health site must always be supervised by a WA Health Research Supervisor. 


	3.1 Principal Investigator(s) (PI) (NEAF 2.2; WAHEAF 2.2)
The Principal Investigator (PI) takes responsibility for the overall conduct, management, monitoring and reporting of the project conducted at a site(s). For some research projects the Coordinating Principal Investigator and Principal Investigator will be the same person.


	3.1.1 Principal Investigator 1: (NEAF 2.2; WAHEAF 2.2)
Title:

     
First name:

     
Surname:

     
Mailing address:

     
Suburb/Town:

     
State:

     
Post code:

     
Country:

     
Organisation Name:

     
Department:

     
Position:

     
Phone (Business):

     
Mobile:

     
Fax:

     
Email:

     
Qualifications/Expertise relevant to this project:


Site(s) for which this PI is responsible:


Role in this project:


3.1.2 Is the Principal Investigator a student?
Yes    FORMCHECKBOX 
    No   FORMCHECKBOX 

3.1.3 Is the investigator an employee of WA Health?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

If No, the investigator must be working under an agreement between their employing organisation and WA Health. Refer to the WA Health Research Governance Policy and Procedures.
3.1.4 Credentialing

3.1.4.1 Is there any relevant certification, accreditation or credentialing requirements relevant to the conduct of this research?
Yes   FORMCHECKBOX 
  No    FORMCHECKBOX 

(If Yes, complete 3.1.4.1.1 to 3.1.4.1.3)
3.1.4.1.1 Describe the certification, accreditation or credentialing requirements e.g. phlebotomy, IATA training for transporting biological samples. 
     
3.1.4.1.2 Specify the areas that the investigator has been certified, accredited or credentialed and the expiry date.
     
3.1.4.1.3 Does the credentialing scope of clinical practice cover all the relevant aspects of the Principal Investigator’s participation in this project? 
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

3.1.4.1.3.1 If No, how will this deficit in credentialing be addressed?
     
3.1.5 Has the Principal Investigator undertaken GCP Training?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 




Add more tables to complete Section 3.1 for each PI as required.
	3.2 Associate Investigator(s) (AI) (NEAF 2.3; WAHEAF 2.3)
Add as many Associate Investigators (AI) as required relevant to the site(s)

	3.2.1 Associate Investigator 1:
Title:

     
First name:

     
Surname:

     
Mailing address:

     
Suburb/Town:

     
State:

     
Post code:

     
Country:

     
Organisation Name:

     
Department:

     
Position:

     
Phone (Business):

     
Fax:

     
Email:

     
Qualifications/Expertise relevant to this project:

     (NEAF 2.3.1.2.1; WAHEAF 2.3.1)
Site for which this AI is responsible:


Role in this project:


3.2.2 Is the Associate Investigator a student? NEAF 2.3.1.4; WAHEAF 2.5
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

3.2.3 Is the investigator an employee of WA Health?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

If No, the investigator must be working under an agreement between their employing organisation and WA Health. Refer to the WA Health Research Governance Policy and Procedures.
3.2.4 Credentialing

3.2.4.1 Is there any relevant certification, accreditation or credentialing requirements relevant to the conduct of this research? 
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

(If Yes, complete 3.2.4.1.1 to 3.2.4.1.3)
3.2.4.1.1 Describe the certification, accreditation or credentialing requirements e.g. phlebotomy, IATA training for transporting biological samples. 
     
3.2.4.1.2 Specify the areas that the investigator has been certified, accredited or credentialed and the expiry date.
     
3.2.4.1.3 Does the credentialing scope of clinical practice cover all the relevant aspects of the investigator’s participation in this project?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

3.2.4.1.3.1 If No, how will this deficit in credentialing be addressed?
     
3.2.5 Has the Associate Investigator undertaken GCP Training?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 




Add more tables to complete Section 3.2 for each AI as required.
	3.3 Conflict of Interest

List all investigators involved with the project at the site(s) covered by this application and indicate if they have a conflict of interest to declare. If a declaration is required the investigator must complete and attach a WA Health Research Conflict of Interest Form to this application.
All investigators conducting research or accessing participants, their tissue or data within WA Health must declare any perceived or actual conflicts of interest. Refer to the WA Health Research Governance Policy and Procedures for further information.
Investigator Name

Interest to Declare

Research Conflict of Interest Form completed and attached to application

Yes

No

Yes

No

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 




	3.4 Contact Person for this Research Project at the Site(s) (NEAF 2.2; WAHEAF 2.4)
The PI will be responsible for ensuring there is a Contact Person at the site(s) who will liaise with the Health Service/site research governance personnel. The contact person may be the PI or a person nominated by the PI.


	3.4.1 Contact Person 1:
Title:

     
First name:

     
Surname:

     
Mailing address:

     
Suburb/Town:

     
State:

     
Post code:

     
Country:

     
Organisation Name:

     
Department:

     
Position:

     
Phone (Business):

     
Fax: 

     
Email:

     
Site for which contact is responsible:

     



Add more tables to complete Section 3.4 for each CP as required.
	3.5 Where the project is being conducted within WA Health or accessing WA Health participants, their tissue or data, are all members of the project team employees of WA Health? 
Yes    FORMCHECKBOX 
    No   FORMCHECKBOX 

3.5.1 If No, list each project team member or student not employed by WA Health and ensure that each non-WA Health employee has signed a Declaration of Confidentiality. 

Indicate below whether a Declaration of Confidentiality has been previously submitted to the RGO. If not attach a signed Declaration of Confidentiality. 

The Declaration of Confidentiality is not project specific and therefore is only required to be signed once to cover all research conducted within the jurisdiction of a RGO. 
Team member name
Declaration of Confidentiality previously submitted to RGO
Declaration of Confidentiality attached

     
Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 

Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 

     
Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 

Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 

     
Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 

Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 


Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 

Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 


Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 

Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 


Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 

Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 


Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 

Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 


Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 

Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 


Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 

Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 


Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 

Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 


Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 

Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 


Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 

Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 




	4. TRAINING


	4.1 Will any of the research personnel at the site(s) require extra training to enable their participation in this project? (NEAF 2.7)
Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 
  N/A   FORMCHECKBOX 
 
4.1.1 If Yes, list the personnel, describe the training that is required and who will provide this training at the site(s).
Research Personnel
Training required

Who will provide training?

     
     
     
     
     
     



	5. PARTICIPANTS


	5.1 Recruitment Process (NEAF 6.13 and 6.14; WAHEAF 5.3)
What process will be used to identify potential participants for the project at the site(s)?

     



	5.2 Recruitment at the Site(s) (NEAF 6.15; WAHEAF 5.3)
Describe how initial contact will be made with potential participants at the site(s). 

     



	5.3 Participants at the Site(s)  (WAHEAF 5.1)
What is the proposed number of participants to be recruited at the site(s)?  If a ‘group of sites’ is nominated in 1.3.1 list numbers and all sites involved.
     
5.3.1 Where will the participant’s project visits/follow-up occur (venue)?
     


	5.4 Participant Details (NEAF 6.1; WAHEAF 5.2)
What categories of people will be recruited at the site(s) (e.g. children and young people, people with an intellectual or mental impairment, people highly dependent on medical care, people in dependent or unequal relationships, Aboriginal people, persons in custody, etc)?
5.4.1 What categories of people will participate in research? 
The participants who may be involved in this research are:

If column (a) or (b) are selected, column (c) will not apply.

a) Primary intent of research

b) Probable  coincidental recruitment

c) Design  

specifically 

excludes

People whose primary language is other than English (LOTE)

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Women who are pregnant and the human fetus
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Children and/or young people (i.e. <18 years)

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

People in existing dependent or unequal relationships

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

People highly dependent on medical care

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

People with a cognitive impairment, an intellectual disability or a mental illness

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Aboriginal people

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

People who may be involved in illegal activity

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

People in other countries
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

None apply

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 




	5.5 Recruitment in Rural Areas

5.5.1 Will recruitment be from small rural communities?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

5.5.1.1 Many rural communities have small populations. Explain how consideration has been given to the risk of overburdening the community with the research (in relation to other projects which may be concurrently occurring or have occurred recently) taking into account the size of community?

     



	6. Department of Health wa Data Collections OR Data Linkage


	Projects Requiring Department of Health WA HREC Approval

The Department of Health WA HREC has the special responsibility for oversight of the use and disclosure of personal health information held in the Department of Health WA data collections. Department of Health WA HREC approval is required for access to identifiable or potentially identifiable information or the establishment of new data linkages. Where local/Lead HREC approval is required, an application to the Department of Health WA HREC should occur following the local/Lead HREC approval. Refer to the Department of Health WA Application Process for Health Information guidelines on the Department of Health Information About Health Data website.  

6.1 Does this project require access to confidential information from Department of Health Databases or Data Linkage?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

6.1.1 If Yes, have the Data Custodian or Data Linkage Branch Project Officer been consulted regarding access to confidential information held by the Department of Health, to determine whether the data required is collected and accessible?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

If No, consult with the relevant Data Custodian or with the Data Linkage Branch Project Officer to discuss the requirements before applying for the data or requesting Department of Health WA HREC approval.  Consultation with the appropriate data managers will be arranged following submission of an Expression of Interest (EOI) for Data, available on the Application for Data Form.
6.1.2 Does this project require approval from the Department of Health WA HREC?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

6.1.2.1 If Yes, is the DoHWA HREC approval letter attached?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

6.1.2.1.1 If No, explain why the DoHWA HREC approval letter is not attached. 

     



	7. Access to Coronial Post Mortem Material


	Research involving access to coronial material must comply with the Coroners Act 1996 (WA) and be referred to the Coronial Ethics Committee (WA) for ethical and legal approval.
7.1 Does this project require access to Coronial post mortem material?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

7.2 Has this project received approval from Coronial Ethics Committee (WA)?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

If No, this project must be referred back to the Coronial Ethics Committee (WA) for approval. 

7.2.1 If Yes, is the Coronial Ethics Committee (WA) approval letter attached?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

7.2.1.1 If No, explain why the Coronial Ethics Committee (WA) approval letter is not attached. 
     



	8. Recruitment of Adult Participants who may be Incompetent to Consent


	In WA the Guardianship and Administration Act 1990 (WA) does not include a provision for responsible persons (i.e. Next of Kin) to give consent for inclusion of their relative rendered incapable of providing informed consent in medical research. If the research involves people in this category the investigator will have to provide the HREC with sufficient details to make an assessment of whether participation can be ethically supported.

8.1 Does this project involve adults with impaired capacity to consent?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

8.1.1 If Yes, has the relevant section of the WA Health Ethics Application Form been completed, or if using the NEAF has the WA-Specific Module been completed and attached to the HREC application?


Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 




	9. Research involving Aboriginal people including coincidental recruitment


	The WA Aboriginal Health Ethics Committee (WAAHEC) exists to promote and support ethically based health and medical research which will benefit Aboriginal people. In addition to the local or Lead HREC approval it is a requirement of WAAHEC to approve the conduct of health and medical research in WA where the research project involves the following categories:

· Aboriginality is a key determinant;
· data collection is explicitly directed at Aboriginal people;

· Aboriginal people, as a group, are to be examined in the results;

· the information has an impact on one or more Aboriginal communities; or 

· Aboriginal health funds are a source of funding.
· Applications should be made post local or Lead HREC approval. Guidelines and application forms are available from WAAHEC located on the Aboriginal Health Council of Western Australia website. 
9.1 Does this project involve Aboriginal people in the above categories?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

9.1.1 If Yes, is the WAAHEC approval letter attached?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

9.1.2 If No, explain why the WAAHEC approval letter is not attached. 

     



	10. Recruitment of Minors (aged less than 18 years of age) in Research


	If the research involves direct contact with participants under 18 years of age (Age of Majority Act 1972) then each member of the project team who will be coming into contact with the paediatric participants must obtain a Working with Children Check (Working with Children (Criminal Record Checking) Act 2004) www.checkwwc.wa.gov.au/checkwwc.
10.1 Does the research project involve direct contact with children?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

10.1.1 Have all research personnel who will be coming in contact with the paediatric participants obtained a working with children license and has it been sighted by their Manager?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

10.1.1.1 If No, explain why it is not necessary. 
     



	11. Clinical trials


	11.1 Does this project involve a clinical trial? 
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

Refer to the WA Health Research Governance Policy and Procedures for a definition of a clinical trial.
11.2 Clinical Trial Phase (nominate one only)

11.2.1 Phase 0 clinical trial

 FORMCHECKBOX 

11.2.2 Phase  I clinical trial

 FORMCHECKBOX 

11.2.3 Phase  II clinical trial

 FORMCHECKBOX 

11.2.4 Phase  III clinical trial

 FORMCHECKBOX 

11.2.5 Phase  IV/post marketing surveillance

 FORMCHECKBOX 




	11.3 Research Conducted Under the Clinical Trial Notification (CTN) or Clinical Trial Exemption (CTX) Schemes. (NEAF 9.1.7 /; WAHEAF 7.1.1 and 7.1.2) 
11.3.1 Under the Clinical Trial Notification (CTN) scheme?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

11.3.2 Under the Clinical Trial Exemption (CTX) scheme?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

If Yes, attach the relevant TGA Form (signed by the Principal Investigator and if appropriate (i.e. HREC approval already granted) HREC Chair/delegate. 


	11.4 Clinical Trials Registry

Section 19 of the Declaration of Helsinki (2008) states: “Every clinical trial must be registered in a publicly accessible database before recruitment of the first subject”. In addition, the International Committee of Medical Journal Editors (ICMJE) has made an essential criterion for publication of a trial in one of their journals that the details of a trial should be publicly available in a clinical trials registry.

11.4.1 Is the clinical trial registered on a publicly accessible clinical trials registry database?

Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

(If Yes, complete 11.4.1.1 and 11.4.1.2.  If No, complete 11.4.1.3)
11.4.1.1 If Yes, tick the relevant box:

 FORMCHECKBOX 
   Australian New Zealand Clinical Trials Registry http://www.anzctr.org.au/Default.aspx
 FORMCHECKBOX 
   Clinicaltrials.gov www.clinicaltrials.gov
 FORMCHECKBOX 
   Other (name):      
11.4.1.2 Trial Registry reference number:      
If the Trial Registry reference number is unavailable at the time of submission forward the number to the RGO before recruitment of the first participant.
11.4.1.3 If No, explain why the project is not registered on a publicly accessible clinical trials registry database. 

Registration details (including registry number) must be submitted to the RGO before recruitment of the first participant.
     



	12. Indemnity and insurance


	12.1. Is the project a Clinical Trial/Investigation?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

(If No, complete 12.3)


	12.2 Clinical Trials/Investigations
12.2.1 Is the clinical trial/investigation:

Commercial? FORMCHECKBOX 
                              Non-commercial?  FORMCHECKBOX 

(If Commercial complete 12.2.1.1.  If Non-commercial complete 12.2.1.2)


	12.2.1.1 If the project is a commercial clinical trial/investigation is indemnity being provided by an external entity?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

12.2.1.1.1 If Yes, Is the draft Medicines Australia (MA)/Medical Technology Association of Australia (MTAA) Standard Indemnity Form(s) attached?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

12.2.1.1.1.1 If No, explain why the MA/MTAA Standard Indemnity Form(s) is not attached.
     
12.2.1.1.2 If indemnity is being provided by an external commercial entity is there evidence of adequate and current insurance cover attached?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

12.2.1.1.2.1 If No, explain why insurance cover documentation is not attached. 
     



	In most investigator initiated, collaborative or non-commercially funded clinical trials the indemnity clauses will be mutual i.e. each party will be responsible for their own liabilities. Occasionally external entities will have to produce evidence of insurance to ensure they can cover these liabilities. If in doubt contact the relevant RGO.

12.2.1.2 Does the non-commercial trial involve an external entity?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

12.2.1.2.1 If the project is a non-commercial clinical trial involving WA Health and an external entity, will both parties be responsible for their own liabilities?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

12.2.1.2.1.1 If Yes, is evidence of adequate and current insurance cover required?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

12.2.1.2.1.1.1 If Yes, is the insurance document attached?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

12.2.1.2.1.1.2 If No, explain why insurance cover documentation is not attached. 
     



	12.3 Non-Clinical Trials

In research projects that are not clinical trials the indemnity clauses in the research agreement should be mutual or specifically tailored to the risks and liabilities associated with the project. Occasionally external entities will have to produce evidence of insurance to ensure they can cover these liabilities.  If in doubt contact the relevant RGO. For further information refer to the WA Health Research Governance Policy and Procedures.
12.3.1 Does the research project (that is not a clinical trial) involve an external entity?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

12.3.1.1 If the project is a research project (that is not a clinical trial) involving WA Health and an external entity will both parties be responsible for their own liabilities?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

12.3.1.1.1 If Yes, is evidence of adequate and current insurance cover required?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

12.3.1.1.2 If No, is indemnity being provided by an external entity?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

12.3.1.1.1.1 If Yes to 12.3.1.1.1 or 12.3.1.1.2, is there evidence of adequate and current insurance cover attached?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

12.3.1.1.1.1.1 If No, explain why insurance cover documentation is not attached. 

     



	13. Research Agreements


	All research projects involving WA Health personnel, participants or resources conducted with an external sponsoring entity (i.e. funding is being provided to WA Health) must be the subject of a written agreement. Further information can be obtained from the relevant RGO; contact details are available on the Research Development website. For WA Health – the delegated authority to sign all agreements is the Health Service Chief Executive or delegate. This process is facilitated by the RGO.
13.1 Is there a draft written research agreement attached?
Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
   N/A  FORMCHECKBOX 

13.1.1 If No or N/A give an explanation.
     
13.1.2 If Yes, indicate what type of research agreement:

Industry Sponsored
(a) Clinical Trial Research Agreement - Medicines Australia – Standard Form (Form A)
 FORMCHECKBOX 

(b) Clinical Trial Research Agreement – Phase IV Clinical Trial (Form E)
 FORMCHECKBOX 

Contract Research Organisation  
(c) Clinical Trial Research Agreement - Standard Form B - For Studies Involving a Sponsor and a Contract Research Organisation (Form B)
 FORMCHECKBOX 

(d) Clinical Trial Research Agreement – Medicines Australia Form: Contract Research Organisation acting as the Local Sponsor (Form D)
 FORMCHECKBOX 

Collaborative Research Group  
(e) Clinical Trial Research Agreement - Collaborative or Cooperative Research Group (CRG) Studies – Standard Form (Form C)
 FORMCHECKBOX 

Industry Sponsored Device Trial

(f) Medical Technology Association of Australia Standard Clinical Investigation Research Agreement (CIRA) FORMCHECKBOX 

Investigator-initiated Clinical Trial 
(g) Clinical Trial Research Agreement - Investigator-Initiated Trial
 FORMCHECKBOX 

Clinical Data Registry
(h) WA Health Standard Clinical Data Registry Agreement (CDRA)
 FORMCHECKBOX 

Confidentiality Agreement

(i) WA Health Standard Confidentiality Agreement (if not previously sent to RGO)
 FORMCHECKBOX 

Other
(j) Non standard research agreement 
 FORMCHECKBOX 

(e.g. Study Funding Agreement, Material Transfer Agreement, Equipment Agreement, Service Agreement etc;  not a - i above)   
13.1.3 Name of organisation(s) entering into the written agreement with WA Health (Sponsor, CRO, University, collaborative group etc ):       
13.1.4 Has the non standard research agreement been reviewed and approved by WA Health Legal and Legislative Services prior to this application?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

13.1.4.1 If No, explain why the non standard research agreement has not been reviewed and approved by WA Health Legal and Legislative Services prior to this application? 
     
If No, the RGO will contact the WA Health Legal and Legislative Services to have the non standard agreement reviewed.


	14. INTELLECTUAL PROPERTY


	Refer to the WA Health Research Governance Policy and Procedures for further information on Intellectual Property.
14.1 Is there a possibility of significant new Intellectual Property being developed from this project?

Yes    FORMCHECKBOX 
    No     FORMCHECKBOX 

14.1.1 If Yes to 14.1, is there an agreement stating arrangements for the use of existing intellectual property and the parties’ rights in relation to ownership?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

14.1.2 If Yes to 14.1, is there an agreement stating arrangements for the use of all new intellectual property developed through the research project?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

14.1.3 If No to 14.1.1 or 14.1.2, then the following steps should  be taken: 

· Contact the Research Governance personnel to discuss the issue of  incorporating intellectual property terms into an agreement; and/or
· Contact the Department of Health Research Development Unit Intellectual Property Coordinator to determine if the terms are suitable for WA Health. 


	15. Biosafety, chemical and radiation safety – complete only if relevant to the site(s)


	It may be necessary for research organisations to complete notification, registration or licence requirements for research involving biosafety, regulatory issues and/or radiation.  If so, evidence of this is required. Refer to the WA Health Research Governance Policy and Procedures for further information.
15.1 Human Genetic Technologies

15.1.1 Is Institutional Biosafety Committee (IBC) notification and/or licence application to the Office of the Gene Technology Regulator (OGTR) for approval of genetically modified organisms required?

Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

15.1.1 Is the approval attached?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

15.1.1.1 Explain why the approval letter is not attached. 
     



	15.2 Human Embryos or Gametes

15.2.1 Will the project require application for a licence to the NHMRC Licensing Committee to conduct embryo research?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

15.2.1.1 Is the licence attached?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

15.2.1.1.1 Explain why the approval letter is not attached. 

     
15.2.2 Will the project require approval from the Reproductive Technology Council?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

Applications available from http://www.rtc.org.au/contact/index.cfm and can occur prior to HREC approval but preference is for HREC approval to be obtained prior to consideration by the Council.

15.2.2.1 Is the approval attached?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

15.2.2.1.1 Explain why the approval letter is not attached. 

     



	15.3 Ionising Radiation

Should a research project involve ionising radiation, the Australian Radiation Protection and Nuclear Safety Agency (ARPANSA) “Code of Practice for the Exposure of Humans to Ionizing Radiation for Research Purposes” 2005 must be complied with including:

· ARPANSA Section 2.1.6 which states that an investigator must obtain an independent assessment or verification by a Medical Physicist of:

(a) the total effective dose* and relevant organ doses for those radiological procedures that are performed specifically for the research protocol and which are additional to those received as a part of the research participants normal clinical management (normal standard of care);
(b) whether these will exceed the dose constraints in Table 1; and

(c) the risks associated with the radiation exposure in accordance with Annex 1.
* In radiation therapy research the effective dose is not an appropriate quantity for risk assessment.
(NB: The Radiological Council of Western Australia states that projects involving any use of ionising radiation must be submitted to the Radiation Safety Officer where:

· there is no personal benefit from the irradiation to the individual irradiated: or

· the irradiated individual may receive some benefit from the irradiation but the study procedure has not been substantiated as providing proven benefits.)
and
· ARPANSA Section 2.1.7 which requires a submission to the HREC in accordance with its requirements. The submission must include information regarding radiation exposure in accordance with 2.1.7. 

15.3.1 Does this project involve the exposure of participants to ionising radiation (including normal standard of care)?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

The PI must ensure the project is reviewed by the Imaging Service Head of Department to establish whether the ionising radiation is additional to/or part of the research participant’s normal clinical management (standard of care) and ensure Sections 16.3 and 18.2 are completed.
15.3.2 Is the exposure of ionising radiation additional to the research participant’s normal standard of care (or is it trial initiating imaging)?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

15.3.2.1 If exposure is additional to normal standard of care or trial initiated imaging, has the institutions’ Medical Physicist reviewed this project in accordance with the ARPANSA/Radiological Council guidelines and their dosimetry report is attached? 
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

15.3.3 Will any use of off-site facilities be utilised for Imaging Services?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

If off-site facilities are used, the Head of the Department of the off-site facility must complete Section 18.2.
Research that involves participant radiation exposure greater than 5mSv will generally be required to be submitted to the Radiological Council for approval. The institution’s Medical Physicist with the Radiation Safety Officer will decide if this is required and will advise the investigators and RGO (and WA Health HREC if it conducts the ethical review) accordingly, and will submit the application to the Radiological Council. If Radiological Council approval is required, the RGO will not recommend to the Chief Executive/delegate to authorise the research until the approval is received. 

15.3.4 Is Radiological Council approval required?
Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 

15.3.4.1 If Yes, is the Radiological Council approval attached?
Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 

NB: The written report should also be forwarded by the CPI to the HREC as part of the ethics application.
15.3.4.2 If No, explain why the Radiological Council approval is not attached.
     



	16. Resource and Budget Information


	Confirmation of cost estimates, and agreement as to a funding source, is to be acknowledged by the Business Manager (or equivalent) in the Declaration 18.3.

The Health Service may incur costs in providing support/services/items for the research which includes both actual and in-kind costs. The costs need to be covered by a funding source(s) which may be an existing source, new funds or in-kind support.
16.1 Site(s) Project Funding/Support 

16.1.1 Has this project received/or has confirmed research funding (including investigator remuneration or in-kind support)?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

16.1.1.1 If No, will the investigators being applying for research funding (including in-kind support)?


Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

16.1.2 Indicate how the project will be/or is intended to be funded/supported at the site(s). If there are multiple sites in a ‘group of sites’ listed in 1.3.1, indicate which site is receiving the funding or add more tables if funding is being received at multiple sites.
16.1.2.1 Site Name:      
Type of funding

Funder name

Amount of funding $ for the site*
Amount of in-kind support in $ value
Funding is confirmed/received or being sought
Confirmed
Sought
Commercially sponsored
     
     
     
 FORMCHECKBOX 

 FORMCHECKBOX 

Non-commercial sponsored (e.g. collaborative groups) 
     
     
     
 FORMCHECKBOX 

 FORMCHECKBOX 

Grants (e.g. NHMRC)
     
     
     
 FORMCHECKBOX 

 FORMCHECKBOX 

Donations/Bequests 
     
     
     
 FORMCHECKBOX 

 FORMCHECKBOX 

Internal department funds

     
     
     
 FORMCHECKBOX 

 FORMCHECKBOX 

Other (specify)      
     
     
     
 FORMCHECKBOX 

 FORMCHECKBOX 

Sub total for site
     
     
Total Funding for Site**
     
For a ‘group of sites’ add more tables as required for each site.
Total Funding for All Sites***
     
*
This amount is based on the recruitment of the total number of participants listed in 5.3 over the time period of the project in 1.5.3. 
**
This equates to the $ amount of funding plus in-kind support at the site.

*** 
This equates to the total $ amount of funding plus in-kind support for all sites covered by this SSA Form. It should be the same as the total of columns (G) + (H) for all sites in 16.3.


	16.2 Will participants receive any payment or expenses for participation in the research?   Yes   FORMCHECKBOX 
   No  FORMCHECKBOX 

16.2.1 If Yes, give details.
     



	16.3 Site/Region Project Budget - Guidelines for completing the budget spreadsheet:

COLUMN A:

Indicate all departments involved in the research at the site(s) including both the Research Department and the Supporting Departments (e.g. Pharmacy, Pathology, Radiology, Nuclear Medicine, Medical Records, Theatres). 

· Insert the name of the Research Department and select the name of the Supporting Department from the list. 

· Add more/delete departments as required. 

· Add additional sites if multiple sites are involved. For a ‘group of sites’ (nominated in 1.3.1) all sites within the group will have to be identified. 

· Add proposed number of participants per site based on numbers completed in 5.3
COLUMN B:

Insert names of relevant Heads of Research and Supporting Departments and ensure they complete and sign the relevant Declarations at 18.2 & 18.3. A list of departmental contacts can be obtained from the RGO. RGO contacts are available on the Research Development website. 

COLUMN C:

Detail all the services/support/items that will be provided by the Research/Supporting Departments that will be required (and incur costs) to conduct the research project. This may include administration and infrastructure fees, personnel time, medications, equipment, tests and procedures. Select the service from the list or add additional services. 

COLUMN D TO F (Costs):

Detail all costs involved in the research project at the site i.e. activities that are secondary to the primary purpose of providing patient care. These costs should be based on the research protocol, recruitment of the number of participants at each site, over the total time period of the project. If required by the local RGO, attach the relevant site specific departmental budgets /authorisation forms (e.g. Service Agreement, Financial Agreement/Management Form). The PI (or delegate) should complete the Research Department’s costs and then notify the Heads of the Supporting Departments to insert their costs in the appropriate section (after reviewing the protocol) and complete the Declaration at 18.2.
If applicable, costs should be documented as per item, per participant and total costs per site:

1. COLUMN D: items/tests/procedures that can be individually costed should be detailed e.g. pathology tests and radiology procedures. This cost can then be multiplied by the number of tests required by the protocol to calculate the cost per participant (Column E).
2. COLUMN E: items that are costed per participant should be detailed e.g. investigator/personnel time, participant travel/meals, total costs of all tests/procedures per participant. This cost will then be multiplied by the ‘Proposed number of participants per site’ to calculate the total cost for the site (Column F).
3. COLUMN F: items that are costed for the whole project should be detailed e.g. setup fees, equipment, screen failures, archiving, infrastructure, total investigator/personnel time, total participants’ costs.
Additional Guidelines for costs:

· Investigator and support personnel (e.g. Clinical Research Coordinator, Research Nurse) costs should  be based upon salary costs (includes direct salary costs + on-costs) for time spent on the research project. With assistance from the Business Manager, on-costs should be applied in accordance with the Department of Health “Health Accounting Manual”.  These costs should be calculated per participant (Column E) and then multiplied by the number of participants to give the total cost for the site (Column F).
· All costs for investigators and support personnel involved with conducting research at the site should be included (in Column E & F) irrespective of whether they are WA Health employees. If non-WA Health employee services are provided in-kind, the $ amount should be listed in Column H and their organisation identified in 16.1.2.
· Administrative support costs should include personnel costs and stationary items directly related to the administrative aspects of the research e.g. large mail outs, questionnaires.

· Infrastructure costs (institutional overhead) are additional corporate/clinical costs to the site which the institution provides to support the conduct of the research project (e.g. additional administrative support [e.g. Business Managers], facilities and utilities). This institutional salary overhead is calculated as a % of salary costs (includes direct salary costs + on-costs) and should be applied in accordance with institutional rates. The institutional overhead should only be applied to the Research Department salaries (not to Supporting Departments who will calculate their own costs) and should not be applied to set costs e.g. archiving, screen failures, set-up costs. The institutional overhead should be calculated per participant (Column E) and then multiplied by the number of participants to give the total cost for the project (Column F).

· Drug/Device/Equipment Costs – If a product or piece of equipment is being supplied in-kind and there is no $ value attributed, then $0.00 should be entered in Columns F & H.
COLUMN G:

Detail all funding provided by the sponsor/funder for each site involved in the research project. This funding should be based on the recruitment of the number of participants per site, over the total time period of the project.

COLUMN H:

Detail a $ value for all in-kind support provided by the site (or others) for each site involved in the research project. This support should be based on the recruitment of the number of participants per site, over the total time period of the project. The name of the organisation providing in-kind support should be listed in 16.1.2.
Once the budget is completed it should be sent to the Business Manager and Divisional Director for their Declaration at 18.3.


16.3 Site/Region Project Budget
	Research & Supporting Departments Name 

(A)
	Head of Department (or equivalent)
(must complete and sign Declaration)
(B)
	Service/Support/Item provided
(C)
	Cost per test/item
(D)
	Cost per participant
(E)
	Total costs

for the site 

(F)
	$ Amount of funding by sponsor or funder 

(G)
	$ Amount of in-kind support from the site or others
(H)


Site:       

Proposed number of participants per site:     
If (E) is completed then this is multiplied by Proposed number of participants per site to give a figure in (F).
Research Department
	Name:     

	     
	Principal Investigator
	     
	     
	     
	     
	     

	
	
	Associate Investigator(s)
	     
	     
	     
	     
	     

	
	
	Clinical Research Coordinator
	     
	     
	     
	     
	     

	
	
	Project set-up
	
	     
	     
	
	

	
	
	Administrative support
	     
	     
	     
	     
	     

	
	
	Infrastructure 
	     
	     
	     
	     
	     

	
	
	Equipment
	     
	     
	     
	     
	     

	
	
	Staff travel/accommodation
	     
	     
	     
	     
	     

	
	
	Participant travel
	     
	     
	     
	     
	     

	
	
	Participant meals
	     
	     
	     
	     
	     

	
	
	Screen failures
	     
	     
	     
	     
	     

	
	
	Archiving
	     
	     
	     
	     
	     


Supporting Departments

	Pharmacy
	     
	Set-up
	     
	     
	     
	     
	     

	
	
	Close out
	     
	     
	     
	     
	     

	
	
	Annual administration/maintenance (amount x no. of years)
	
	     
	     
	
	

	
	
	Dispensing/preparation
	     
	     
	     
	     
	     

	Pathology
	
	     
	     
	     
	     
	     
	     

	
	
	
	     
	     
	     
	     
	     

	
	
	     
	     
	     
	     
	     
	     

	Radiology
	
	     
	     
	     
	     
	     
	     

	
	
	     
	     
	     
	     
	     
	     

	
	
	     
	     
	     
	     
	     
	     

	Nuclear Medicine
	
	     
	     
	     
	     
	     
	     

	Medical Records
	     
	
	
	     
	     
	
	

	Research Governance Office 
	     
	Application review
	     
	     
	     
	     
	     

	Ethics Office
	     
	Application review
	     
	     
	     
	     
	     

	Other (specify)      
	     
	
	
	     
	     
	
	

	Total for site
	
	
	
	
	     
	     
	     

	Total site balance  = (G+H) - F
	


Add additional rows and sites as required.
	Total for all sites
	
	
	
	
	     
	     
	     

	Total for all sites balance  = (G+H) - F
	


16.4 If costs are not covered by the sponsor explain how the costs will be covered or explain how the site will benefit from the research.
	     


	17. Funds Management Details


	17.1 External Sponsoring Organisation

Identify the external sponsoring organisation (e.g. Sponsor/CRO) that will be providing funding for this project. Where the research is funded, WA Health has a responsibility to recover certain costs associated with research conducted at its facilities, provide the following details for invoicing.
Sponsor Details

Type of Organisation
Sponsor  FORMCHECKBOX 
    CRO  FORMCHECKBOX 
    CRG  FORMCHECKBOX 
    Other (specify)      
Organisation Name:
     
ABN:

     
Contact person

Title:
     
First name:
     
Surname:
     
Position:
     
Department:
     
Mailing address:
     
Suburb/Town:
     
State:
     
Post code:
     
Country:

     
Phone(Business):
     
Mobile:
     
Fax:
     
Email:
     



	17.2 External Administering Organisation 

If funds for this project are not being managed by WA Health identify the external administering organisation that will receive and manage the funding. Where the research is funded, WA Health has a responsibility to recover certain costs associated with research conducted at its facilities, provide the following details for invoicing.

Organisation Name:

     
ABN

     
Contact person 

Title:

     
First name:

     
Surname:

     
Position:

     
Department:

     
Mailing address:

     
Suburb/Town:

     
State:

     
Post code:

     
Country:

     
Phone(Business):

     
Mobile:

     
Fax:

     
Email:

     
External administering organisation account details (account number): 

     



	17.3 WA Health as Administering Organisation:

If WA Health is the administering organisation provide details about the account number(s)/cost centre details into which funds are to be deposited. Ensure the site Principal Investigator/Clinical Research Coordinator has a cost centre set up for this project. 

17.3.1 Document the WA Health Cost Centre and Account Details:
     



	18. Declarations


	18.1 Declaration by the Principal Investigator Responsible for the Site(s).
HREC Reference Number:      
Project Title (in full):       (NEAF 1.1; WAHEAF 1.1)
Coordinating Principal Investigator:       (WAHEAF 1.1.5) 
1. I declare the information in this form is truthful and accurate to the best of my knowledge and belief and I take full responsibility for this project at this site.

2. I certify that I and all members of the research team have the appropriate qualifications, training, experience and facilities to conduct the research set out in the attached application and to deal with any emergencies and contingencies related to the research that may arise.

3. I will only start this research project after obtaining authorisation from the site, which will include approval from the responsible Human Research Ethics Committee (HREC).
4. I accept responsibility for the conduct of this research project according to the principles of the NHMRC National Statement on the Ethical Conduct in Human Research (2007) and the Australian Code for the Responsible Conduct of Research (2007) and Note for Guidance on Good Clinical Practice (CPMP/ICH/135/95).
5. I undertake to conduct this research project in accordance with the protocols and procedures as approved by the HREC and the ethical and research arrangements of the organisation(s) involved.

6. I undertake to conduct this research in accordance with relevant legislation, regulations and the WA Health Research Governance Policy and Procedures.

7. I agree to comply with the requirements of adverse or unexpected event reporting as stipulated by the HREC and NHMRC.
8. I will adhere to the conditions of approval stipulated by the HREC and will cooperate with HREC monitoring requirements.

9. I will inform the HREC and the Research Governance Officer if the research project ceases before the expected date. I will discontinue the research if the HREC withdraws ethical approval.

10. I will adhere to the conditions of authorisation stipulated by the authorising authority at the site where I am Principal Investigator including any monitoring/reporting requirements. I will discontinue the research if the authorising authority withdraws authorisation at the site where I am Principal Investigator.

11. I understand and agree that project files and documents and research records and data may be subject to inspection by the HREC, Research Governance Officer, the sponsor or an independent body for audit and monitoring purposes.

12. I understand that information relating to this research, and about me as an investigator, will be held by the HREC, Research Governance Officer and on the WA Health Research Governance Service (RGS). (This information will be used for reporting purposes and managed according to the principles established in the Privacy Act 1988 (Cwth) and relevant laws in the States and Territories of Australia.



	18.1.1 Principal Investigator 1:

Name of Principal Investigator:      
Signature ……………………………………………………………………………Date  ……………..………..




Copy 18.1.1 for each PI.  Each PI at site is required to sign and date.  Where it is a group of sites then all PIs within the group are required to sign.  
	18.2 Declaration by Head(s) of Supporting Department(s)^ /Delegate at the Site(s)*. 

^ This form is to be completed by the Head of any Department or delegate that is providing support or services to the research project; but which does not have any member(s) on the research team e.g. Pharmacy, Radiology, Pathology. In some Health Services the Head of Department may equate to a Divisional, Site or Regional Director e.g. WACHS.
* In the case of a project involving multiple sites within a ‘group of sites’ (as nominated in 1.3.1) only one SSA Form is required but it must include a declaration of support from all the Heads of Supporting Departments that are involved.
HREC Reference Number:      
Project Title (in full):        (NEAF 1.1; WAHEAF 1.1)
Coordinating Principal Investigator:        (WAHEAF 1.1.5)
18.2.1 Supporting Department 1:

18.2.1.1 I have discussed this project with the Principal Investigator and have read the research project. This Department is (mark whichever applies):
 FORMCHECKBOX 

able to perform the investigations/services indicated, within the present resources of the Department;

 FORMCHECKBOX 

able to perform the investigations/services indicated, if the following financial assistance is provided:

     
 FORMCHECKBOX 

unable to undertake the investigations/services indicated, on the following grounds:

     
Name:       
Position:      
Department/Site:      
Signature …………………………………………………………………………….... Date…………………
The CPI should ensure that this section is copied enough times to accommodate each department named in 16.3.


	18.3 Declaration by Head of Research Department,^ Business Manager, Divisional Director# at the Site(s) +/- WACHS Regional Director* for WACHS Region where the Principal Investigator will Conduct the Research.

^ Where an investigator is also Head of Department, certification must be sought from the person to whom the Head of Department is responsible. Investigators must not approve their own research on behalf of their Department. In some Health Services the Head of Department may equate to a Divisional or Site Director e.g. WACHS.
# For WACHS the Divisional Director should be substituted with the Site (Institution) Director.
* For WACHS where several sites within a WACHS Region may be listed on the one SSA Form, it must include a declaration of support from the relevant Regional Director.
HREC Reference Number:      
Project Title (in full):       (NEAF 1.1; WAHEAF 1.1)
Coordinating Principal Investigator:        (WAHEAF 1.1.5)
1. I certify that I have read the project details in this SSA for the research project application named above.
2. I certify that I am aware of this research project and the resource implications for this Department and site.
3. I certify that the research is appropriate to be conducted within this Department and at this site.
4. I certify that there are suitable and adequate facilities and resources for the research project to be conducted at this site. This is for ‘Actual costs’ and ‘In kind’ contribution.

5. My signature indicates that I support this research project being carried out using such resources.
18.3.1 Site 1:

Site:      
Name of Head of Department:      
Position:      
Signature …………………………………………………………………………Date  ……………..………..

Name of Business Manager:      
Position:      
Signature …………………………………………………………………………Date  ……………..………..

Name of Divisional Director:      
Position:      
Signature …………………………………………………………………………Date  ……………..………..
Add additional tables as required.
WACHS ONLY
Name of Regional Director:      
Position:      
Signature …………………………………………………………………………Date  ……………..………..




	19. ChecklisT


	19.1 Complete all the relevant components of the checklist with Yes/No/N/A (Not Applicable). Include this checklist with the SSA Form for the site(s).

HREC Reference Number:      
Project Title (in full):       (NEAF 1.1; WAHEAF 1.1)
Coordinating Principal Investigator:       (WAHEAF 1.1.5)
Person Completing Form

Office Use Only

Yes 
No
N/A
Yes
No
N/A
Has the WA Health Research Conflict of Interest Form been attached for the Principal and Associate Investigators?
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Has a site contact person for this research project been nominated?

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Has a Declaration of Confidentiality been attached for non-WA Health employees if not previously submitted to the RGO?

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Ethics
Has a copy of the HREC approval letter been provided?
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Has a copy of the HREC application form been provided?
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Has a copy of the protocol been provided?
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Has a copy of the Investigator’s Brochure/drug information/device information been provided?
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Are all Participant Information and Consent Form(s) attached showing the name of the site and contact details of the Principal Investigator? The version number, organisation name and date should be in the footer.
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Has a copy of any advertising been provided?
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Has a copy of any questionnaires been provided?
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Has a copy of any other document, which will be given to research participants, been provided e.g. identification card, patient diary? 
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Additional Ethics (where relevant)

Has a copy of the DoHWA HREC approval been provided?    
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Has a copy of the Coronial Ethics Committee (WA) approval been provided?    
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Has a copy of the WAAHEC approval been provided?
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Governance
If a clinical trial, is the CTN/CTX Form, signed by the approving HREC and Principal Investigator attached? 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

If a clinical trial, has it been registered on a clinical trials registry and the registry number been provided? 
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Is the draft MA/MTAA Standard Indemnity Form or the MA/MTAA HREC Review Only Indemnity Form attached?        
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Is an adequate and current insurance certificate of currency attached?        
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Is the relevant draft MA/MTAA or WA Health Standard Research Agreement attached?        
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Is the draft non-standard research agreement attached?   
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Has the Institutional Biosafety Committee (IBC) approval been provided? 
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Has evidence of an application for a licence to the NHMRC Embryo Research Licensing Committee been provided?                 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Has the Reproductive Technology Council approval been provided?
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Is a Radiation Safety Officer Report attached?
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Have the financial details been completed?
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

If required, are the relevant site specific departmental budgets and authorisation forms attached?
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Is the “Declaration by Principal Investigator” section signed?

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Is the “Declaration by Head(s) of Supporting Department(s) signed for each Supporting Department (if applicable)?
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Is the “Declaration by Head of Research Department, Business Manager, Divisional Director at the Site(s) +/- WACHS Regional Director for WACHS Region” signed?
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Are all pages (including attachments) numbered and dated in the footer?

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 




19.2 If No, explain why the documentation is not available e.g. ethical review outcome pending. 
If the ethics and governance submission are concurrent the ethics documents and CTN/CTX Forms may not be available when the SSA is submitted.
	     


FORWARD THE COMPLETED SSA AND ALL RELEVANT SUPPORTING DOCUMENTATION TO THE SITE/HEALTH SERVICE RESEARCH GOVERNANCE OFFICE.
	20. Recommendation by RGO and sign off by Health Service CE/delegate


	20.1 Recommendation by the Research Governance Office/r Responsible for the Site(s):

HREC Reference Number:      
Project Title (in full):       (NEAF 1.1; WAHEAF 1.1)
Coordinating Principal Investigator:       (WAHEAF 1.1.5)
20.1.1 The Site-Specific Assessment (SSA) Form for the above research project has been completed (with all attachments). 

SSA authorisation is:
Recommended
 FORMCHECKBOX 


Not recommended
 FORMCHECKBOX 


Requires Chief Executive/delegate consideration 
 FORMCHECKBOX 

20.1.1.1 If not recommended or requires Chief Executive/delegate consideration, give reasons.
     
Research Governance Officer:      
Signature …………………………………………………………………………….... Date……………………  



	20.2 Authorisation by Chief Executive (or Executive Director/Delegate) 

HREC Reference Number:      
Project Title (in full):       (NEAF 1.1; WAHEAF 1.1)
Coordinating Principal Investigator:       (WAHEAF 1.1.5)
20.2.1 This research is:
 authorised
 FORMCHECKBOX 

not authorised
 FORMCHECKBOX 

20.2.2 Specify, conditions applying to authorisation (if any) or reasons for not authorising.
     
My signature indicates that I authorise/do not authorise this research project to commence at the site(s) on the condition that all the scientific and ethical aspects of the Human Research Ethics Committee approved protocol are met.

Name of Chief Executive (or delegate):      
Position:      
Name of WA Health site(s):      
Signature: …………………………………………………………………………. Date: ...……….……….




HREC Ref No: 
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