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mental health commission Site Specific Assessment (SSA) Form

UNDERTAKING RESEARCH AT THE MENTAL HEALTH COMMISSION
This Site Specific Assessment (SSA) is to be submitted as part of your RESEARCH GOVERNANCE application to the Mental Health Commission (MHC). 
The RESEARCH GOVERNANCE application process is separate from the ETHICS application process. All research projects must obtain both ETHICS and RESEARCH GOVERNANCE approvals before being allowed to undertake research at the MHC.
RESEARCH GOVERNANCE is granted by the MHC. This SSA form should be used to apply for research governance approval. 
HUMAN RESEARCH ETHICS COMMITTEE (HREC) approval is granted by a WA Health HREC. If you do not already have HREC approval from a WA Health HREC, you are required to obtain approval from the North Metropolitan Health Service, Mental Health (NMHS-MH) HREC. You may choose to submit this SSA for MHC review while awaiting the HREC outcome. However, final governance approval will only be granted by the MHC once HREC approval is confirmed.
RESEARCH GOVERNANCE
The purpose of research governance is to assess the suitability of the site(s) to be involved in the research project. 
This 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 the MHC 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.

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 research, for each MHC site where the research is being conducted.  
· All aspects of this SSA Form are to be completed, where relevant, and the required associated documents attached.

· Applicants should begin negotiations with relevant MHC personnel responsible for resources that will be required for the project. Negotiations pertaining to the research governance processes should commence and run parallel to the HREC approval cycle. Final Research Governance approval, however, will only be signed off once the HREC approval has been given.

· The SSA Form must be submitted to the Chief Executive responsible for site(s) where the research will be conducted, for consideration and review prior to final authorisation by the MHC.

· 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):      
1.1.2 Short title:       
1.1.3 Acronym (if applicable):      
1.1.4 Protocol Number (number/version/date as applicable):      
1.1.5 Coordinating Principal Investigator:      



	1.2 Scientific and Ethical Review 
1.2.1 WA Health HREC Reference Number:      
1.2.2 Name of WA Health HREC reviewing the research project:       
1.2.3 This project is a: 

Single-centre project    FORMCHECKBOX 
                       Multi-centre project    FORMCHECKBOX 



	1.3 Project Site(s)
1.3.1 Give the name of the project site or ‘group of sites’ to which this SSA applies (nominate one only). Each separate ‘group of sites’ is indicated in bold below. Note that each site or ‘group of sites’ requires a separate SSA to be completed and submitted to the MHC.
Mental Health Commission – Workzone building, Perth  

 FORMCHECKBOX 

Next Step Drug and Alcohol Services – East Perth
 FORMCHECKBOX 

Next Step Community Alcohol and Drug Service, South Metropolitan 
· Fremantle 
 FORMCHECKBOX 

· Rockingham 
 FORMCHECKBOX 

· Mandurah
 FORMCHECKBOX 

Next Step Community Alcohol and Drug Service, South East Metropolitan
· Thornlie
 FORMCHECKBOX 

Next Step Community Alcohol and Drug Service, North Metropolitan
· Joondalup
 FORMCHECKBOX 

· Warwick
 FORMCHECKBOX 

Next Step Community Alcohol and Drug Service, North East Metropolitan
· Midland
 FORMCHECKBOX 

Drug and Alcohol Youth Service (DAYS) – East Perth 

 FORMCHECKBOX 

Other: 
 FORMCHECKBOX 

1.3.1.1 Name of ‘Other’ Site: 
1.3.1.2 If any of the above project sites are Integrated Services, please list them below. If you are unsure, please consult staff at the site(s). 
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 MHC sites

Non-MHC sites within WA 

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

     
     
     
     



	1.4 Description of the Project
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):      
1.5.2 Finish date (dd/mm/yy):      
1.5.3 Duration (months):      
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. Research Personnel (at the relevant site(s) only)


	In this section, please 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 MHC site must always be supervised by a MHC Research Supervisor. 


	2.1 Principal Investigator(s) (PI) 
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.

	2.1.1 Principal Investigator 1:
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:      
2.1.2 Is the Principal Investigator a student?
Yes    FORMCHECKBOX 
    No   FORMCHECKBOX 

2.1.3 Is the investigator an employee of the MHC?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

If No, the investigator must be working under an agreement between their employing organisation and the MHC. 
2.1.4 Credentialing

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

(If Yes, complete 2.1.4.1.1 to 2.1.4.1.3)
2.1.4.1.1 Describe the certification, accreditation or credentialing requirements 
2.1.4.1.2 Specify the areas that the investigator has been certified, accredited or credentialed and the expiry date.
2.1.4.1.3 Does the credentialing scope cover all the relevant aspects of the Principal Investigator’s participation in this project? 
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

2.1.4.1.3.1 If No, how will this deficit in credentialing be addressed?
2.1.5 Has the Principal Investigator undertaken Good Clinical Practice (GCP) Training?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 


	2.2 Associate Investigator(s) (AI) 
Add and complete details for as many AIs as required relevant to the site(s)

	2.2.1 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:

Site for which this AI is responsible:

Role in this project:

2.2.2 Is the Associate Investigator a student?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

2.2.3 Is the investigator an employee of the MHC?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

If No, the investigator must be working under an agreement between their employing organisation and the MHC. 

2.2.4 Credentialing

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

(If Yes, complete 2.2.4.1.1 to 2.2.4.1.3)

2.2.4.1.1 Describe the certification, accreditation or credentialing requirements 
2.2.4.1.2 Specify the areas that the investigator has been certified, accredited or credentialed and the expiry date.

2.2.4.1.3 Does the credentialing scope of clinical practice cover all the relevant aspects of the investigator’s participation in this project?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

2.2.4.1.3.1 If No, how will this deficit in credentialing be addressed?

2.2.5 Has the Associate Investigator undertaken GCP Training?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 




	2.3 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 MHC Conflict of Interest form to this application.
All investigators conducting research or accessing participants or their data within the MHC must declare any perceived or actual conflicts of interest. 
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 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 




	2.4 Contact Person for this Research Project at the Site(s) The PI will be responsible for ensuring there is a Contact Person who is physically based at the site(s) to liaise with the MHC Research Governance Officer, if required. The contact person may be the PI or a person nominated by the PI.


	2.4.1 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 and complete details for as many Contact Persons as required relevant to the site(s)
	2.5 Are all members of the project team employees of the MHC? 
Yes    FORMCHECKBOX 
    No   FORMCHECKBOX 

Please note that not all staff working at Integrated Services are MHC employees. 

Staff employed directly by the NGO component of Integrated Services are not MHC employees.
2.5.1 If No, list each project team member or student not employed by the MHC and ensure that each non-MHC 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 the MHC. 
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 




	3. TRAINING


	3.1 Will any of the research personnel at the site(s) require extra training to enable their participation in this project?
Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 
  N/A   FORMCHECKBOX 
 
3.1.1 If Yes, list the personnel, describe the training that is required and who will provide this training at the site(s). Add additional lines as required to the table below.
Research Personnel
Training required

Who will provide training?




	4. PARTICIPANTS


	4.1 Recruitment Process 
What process will be used to identify potential participants for the project at the site(s)?




	4.2 Recruitment at the Site(s) 
Describe how initial contact will be made with potential participants at the site(s). 




	4.3 Participants at the Site(s) 
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 for each site involved.
4.3.1 Where will the participant’s project visits/follow-up occur (venue)?


	4.4 Participant Details
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)?
4.4.1 What categories of people will participate in the research? 
The participants who may be involved in this research are:

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

Tick at least one box for each option
a) Primary intent of research

b) Possible  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 foetus
 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 




	4.5 Recruitment in Rural Areas
4.5.1 Will recruitment be from small rural communities?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

4.5.1.1 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?




	5. 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.

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

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


Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 




	6. 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. 
6.1 Does this project involve Aboriginal people in the above categories?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

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

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




	7. 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) https://workingwithchildren.wa.gov.au/.


7.1 Does the research project involve direct contact with children?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

7.1.1 Have all research personnel who will be coming in contact with the paediatric participants obtained a working with children check and has it been attached to this application?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

7.1.1.1 If No, explain why it is not necessary. 


	8. Clinical trials


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

Refer to the Australian National Health and Medical Research Council website for a definition of a clinical trial.
If Yes, please complete the Clinical Trials assessment form and contact the MHC Research Governance Officer as soon as possible. Further discussion is required before this application can be processed.


	


	9. Indemnity and insurance


	This section should be completed for non-clinical trials only. For clinical trials, see the Clinical Trials assessment form.
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 MHC RGO.

9.1 Does the research project involve an external entity?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

9.2 If the project is a research project involving the MHC and an external entity will both parties be responsible for their own liabilities?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

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

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

9.2.3 If Yes to 9.2.1 or 9.2.2, is there evidence of adequate and current insurance cover attached?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

9.2.4 If No, explain why insurance cover documentation is not attached. E.g. If the research project is covered under standard university insurance policy. 




	10. Research Agreements


	All research projects involving MHC personnel, participants or resources conducted with an external sponsoring entity (i.e. funding is being provided to the MHC) must be the subject of a written agreement. Further information can be obtained from the RGO. For the MHC – the delegated authority to sign all agreements is the Assistant Commissioner or delegate. This process is facilitated by the RGO.
10.1 Is there a draft written research agreement attached?
Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 
   N/A  FORMCHECKBOX 

10.1.1 If No or N/A give an explanation.
10.1.2 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) MHC 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)   
10.1.3 Name of organisation(s) entering into the written agreement with the MHC (Sponsor, CRO, University, collaborative group etc ):  
10.1.4 Has the non standard research agreement been reviewed and approved by the State Solicitor’s Office prior to this application?                                                                                  Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 
   
10.1.4.1 If No, explain why the non standard research agreement has not been reviewed and approved by the State Solicitor’s Office prior to this application? 

If No, the RGO will contact the State Solicitor’s Office to have the non standard agreement reviewed.


	11. INTELLECTUAL PROPERTY


	11.1 Is there a possibility of significant new Intellectual Property being developed from this project?
Refer to the NHMRC website for a definition of Intellectual Property.

Yes    FORMCHECKBOX 
    No     FORMCHECKBOX 

11.1.1 If Yes to 11.1, 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 

11.1.2 If Yes to 11.1, is there an agreement stating arrangements for the use of all new intellectual property developed through the research project?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

11.1.3 If No to 11.1.1 or 11.1.2, then the following steps should  be taken: 

· Contact the MHC RGO to discuss the issue of incorporating intellectual property terms into an agreement.


	12. RESOURCING AND BUDGET INFORMATION – Please complete Worksheet 1 (Budget)


	12.1 Has Worksheet 1 been completed and attached to this SSA?
                                 Yes    FORMCHECKBOX 
    No     FORMCHECKBOX 

12.1.2 Other than the costs listed in Worksheet 1, are there any resourcing implications for the site that the MHC should be aware of?


                                                                                                                                                     Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

12.1.2.1 If Yes, give details.
12.2 Will participants receive any payment or expenses for participation in the research?   Yes   FORMCHECKBOX 
   No  FORMCHECKBOX 

12.2.1 If Yes, give details.
12.3 Other than receiving any funding support, will the site gain any benefit from participation in the research?                                                                                                                                          Yes   FORMCHECKBOX 
   No  FORMCHECKBOX 

12.3.1 If Yes, give details.



	13. Funds Management Details


	13.1 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, MHC 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:



	13.2 External Administering Organisation 

If funds for this project are not being managed by the MHC identify the external administering organisation that will receive and manage the funding. Where the research is funded, the MHC 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): 

     



	13.3 MHC as Administering Organisation:

If the MHC 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. 

13.3.1 Document the MHC Cost Centre and Account Details:
     



	14. Declarations


	14.1 Declaration by the Principal Investigator Responsible for the Site(s).
WA Health HREC Reference Number: 
Project Title (in full): 
Coordinating Principal Investigator: 
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 by the MHC. (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.


	14.1.1 Principal Investigator 1:

Name of Principal Investigator: 
Signature ……………………………………………………………………………Date  ……………..………..
Principal Investigator 2:

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



Copy 14.1.1 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.  
	14.2 Declaration by Head of Site 
Where an investigator is also the Head of Site, certification must be sought from the person to whom the Head of Site is responsible. Investigators must not approve their own research on behalf of their site. 
HREC Reference Number:      
Project Title (in full): 
Coordinating Principal Investigator: 
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 site.
3. I certify that the research is appropriate to be conducted within 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.
14.2.1 Site 1:

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

Name of Business Manager (if required by Head of Site):      
Position:      
Signature …………………………………………………………………………Date  ……………..………..
Add additional tables as required.



	15. ChecklisT


	15.1 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).

WA Health HREC Reference Number: 
Project Title (in full): 
Coordinating Principal Investigator:       
Person Completing Form

Office Use Only

Yes 
No
N/A
Yes
No
N/A
Has the MHC 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-MHC employees if not previously submitted to the RGO?

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

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

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Has a copy of the WA Health 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, has the Clinical Trial Assessment Form been completed and attached? 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

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

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Is a Standard WA Health Research Agreement attached?        
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Is a draft non-standard research agreement attached?   
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Has Worksheet 1 - Budget been completed and attached?
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Is the “Declaration by Principal Investigator” section signed?

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

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

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 




15.2 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 MHC RESEARCH GOVERNANCE OFFICER AT MHC.RGO@MHC.WA.GOV.AU.
MHC Site Specific Assessment Form February 2019
Date: 21/03/2019
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