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	INSTRUCTIONS TO APPLICANTS




SUPPORT RESOURCES

It is strongly recommended that applicants read the NSW Health Early Phase Clinical Trials HRECs Scheme Guidelines and Early Phase Clinical Trials Framework for NSW
 prior to developing their Expression of Interest. The Guidelines provide information on the eligibility and selection criteria, and outline a number of key support resources for applicants. The Guidelines are available at: 
http://www.health.nsw.gov.au/ohmr/Pages/early-phase-clinical-trials.aspx
Completing the EXPRESSION OF INTEREST Form

All Expressions of Interest must be submitted using this form. 
All sections of this form and attachments must conform to the following:

· Left and right margins of at least 2cm

· Font no smaller than 11 points (Preferred font is Arial)

· Line spacing of 1.15

Please note some sections have word count limitation. Diagrams and flowcharts are not included in the word count. 

Information provided in this Form may be provided to advisors supporting the NSW Health Early Phase Clinical Trials HRECs Scheme EOI Review Panel for the purpose of assessment.

Submitting the EXPRESSION OF INTEREST

When complete, submit an electronic copy of the Expressions of Interest and attachments via email: earlyphasetrials@moh.health.nsw.gov.au
By 5 pm on Friday 28 SEPTEMBER, 2018.
All applications should be addressed to:

Dr Antonio Penna 
Executive Director

Office for Health and Medical Research

NSW Ministry of Health

Locked Mail Bag 961,

NORTH SYDNEY NSW 2059

	CONFIDENTIAL

Applications for NSW Health Early Phase Clinical Trials HREC
APPLICATION COVER PAGE


HREC Name: ____________________________________________

HREC Registration Number: ______________________________

Host Institution: __________________________________

Date: _________
	Section A: HREC Contact Details


HREC Chair name and contact details

Name and Title:

Phone:

Email address:

HREC Deputy Chair name and contact details
Name and Title:

Phone:
Email address:

HREC support officer/s name and contact details:

Name and Title:

Phone:
Email address:

HREC mailing address:
HREC Website:  

	Section B: Eligibility Criteria




1. All private and public HRECs or organisations providing ethics review services within Australia are eligible to apply



1.1 Y FORMCHECKBOX 
  N  FORMCHECKBOX 
 Are you a private or public HREC or organisation providing ethical review services within Australia?                              
1.2 Specify:  FORMCHECKBOX 
Public    FORMCHECKBOX 
 Private 
1.3 Number of years of providing ethical review services within Australia: ___________________
2. HRECs applying must be certified under the NHMRC National Certification Scheme (for ethics review of Phase 1 clinical trial research)



2.1 Y FORMCHECKBOX 
  N  FORMCHECKBOX 
 Are you certified under the NHMRC National Certification Scheme?

2.2 Y FORMCHECKBOX 
  N  FORMCHECKBOX 
 Are you certified for review of Phase 1 clinical trial research? 
2.3 Year of Certification: ___________________________________
2.4 Year of Certification renewal (if applicable): __________________
3. Public Health Organisation HRECs within National Mutual Acceptance (NMA) participating jurisdictions must be a Certified Reviewing HREC under the NMA Scheme.




3.1 Y FORMCHECKBOX 
  N  FORMCHECKBOX 
 Are you a Public Health Organisation HREC within a National Mutual Acceptance (NMA) participating jurisdiction? 
3.2 Y FORMCHECKBOX 
  N  FORMCHECKBOX 
 Are you a Certified Reviewing HREC under the NMA Scheme? 
4. All private and public HRECs, host institutions of a HREC or an organisation providing ethics review services is required to be/is responsible for ensuring that it is covered by adequate insurance
 for the purposes of conducting a review of early phase clinical trials. This insurance must also cover HREC members, including those who are not employed by the host institution. 




4.1 Y  FORMCHECKBOX 
  N  FORMCHECKBOX 
 Do you have appropriate insurance for the purpose of conducting a review of early phase clinical trials?

4.2 Y  FORMCHECKBOX 
  N  FORMCHECKBOX 
 Does the insurance cover HREC members, including those who are not employed by the host institution? 
(Shortlisted applicants will be asked to provide evidence of Certificate of Currency/Insurance/Indemnity) 
	Section C: Selection Criteria 



1. The HREC must demonstrate that it can satisfy the minimum membership requirements of the National Statement and NHMRC certification. 





Evidence required
1.1 Y  FORMCHECKBOX 
  N  FORMCHECKBOX 
 Does the HREC satisfy the minimum membership requirements of the National Statement and NHMRC certification? 
1.2  Attach copies of HREC annual reports to NHMRC for at least 3 years
1.3  Attach copies of the NHMRC’s letter acknowledging the annual reports for at least 3 years. 
1.4  Attach a copy of the HREC’s current terms of reference (dated). Include evidence of approval by Chief Executive or Head of Organisation. 
1.5  Attach a copy of any sub-committees and/or affiliated committee’s current terms of reference (dated). (This includes any scientific and technical sub-committees)

2. The HREC must demonstrate that it has the following standing members:

- At least one Clinical Pharmacologist or regular access to clinical pharmacologist who is not a standing member and
-Two other members with expertise in early phase clinical trials. 







2.1 Provide details of Clinical Pharmacologists from whom the committee seeks advice (include CV as an attachment).
	Name
	Current role
	Brief description of qualifications, expertise and experience

	 
	 
	 

	 Add rows as needed
	 
	 


2.2 Provide details of at least 2 members with expertise in early phase clinical trials (include CV as an attachment).
	Name
	Role/Title in the institution or Clinical Role
	Brief description of qualifications, expertise and experience
	Documentation of track record in conducting early phase clinical trials (e.g. listing of grants and publications for last 5 years as an appendix)
	Years of experience participating in ethics review  of early phase clinical trials 

	 
	 
	 
	 
	 

	 Add rows as needed
	 
	 
	 
	 


3. The HREC must be willing to use the NSW Health list of early phase clinical trial expert technical reviewers to access the experts for early phase clinical trial research projects. In addition, the HREC must demonstrate that it will have access to persons with expertise in the areas of clinical care and treatment appropriate to the research being reviewed at a given meeting, if not otherwise covered by those members who are appointed in the relevant category (under the National Statement requirements). For example: oncology, haematology, cardiology, orthopaedics, neurology, respiratory medicine and paediatrics.
3.1  FORMCHECKBOX 

The HREC agrees to use the NSW Health list of early phase clinical trial expert technical reviewers to access experts for review of early phase clinical trial research projects. 
3.2 Provide details of early phase clinical trial technical experts and/or clinical staff expertise in the areas of clinical care and treatment from whom the Committee usually seeks advice for early phase clinical trial applications (include CV as an attachment). 

	Name
	Brief description of qualifications, expertise and experience
	Role/Title in the institution or Clinical Role
	Has this person agreed to review applications for the HREC in the future?  Attach agreement (if applicable)

	 
	 
	 
	 

	 Add rows as needed
	 
	 
	 


.

4. The HREC must demonstrate that it has a track record of reviewing early phase clinical trials. 








4.1 Complete table below

	Calendar Year
	2015
	2016
	2017

	Number of applications received
	 
	 
	 

	Number of clinical trials reviewed
	 
	 
	 

	Number early phase clinical trials reviewed
	 
	 
	 

	Number of early phase clinical trials rejected.
	 
	 
	 


4.2 Describe or illustrate the business processes used to validate, assess/review early phase clinical trials applications. 
(Provide relevant flowcharts, checklists and/or procedures as an attachment. Maximum 400 words)
5. The HREC must demonstrate that it can conduct the scientific review of pre-clinical data for ethics review of early phase clinical trial research projects. 





Evidence required:

5.1 Describe how the HREC (currently reviews or intends to) review pre-clinical data for ethics review of early phase clinical trial research projects? Please provide relevant policy, procedures, checklist, flowchart, proforma or equivalent. (Maximum 300 words)
5.2 Describe how the HREC (currently obtains or intends to) obtain scientific advice from a scientific/drug/technical sub-committee or affiliated committee or expert technical reviewers. (Maximum 300 words) 

NB: diagrams and flowcharts are not included in the word count.

6. The HREC must demonstrate that it can assess whether appropriate oversight processes are in place for dose escalation including the role and responsibilities of the investigator(s), sponsors, and safety committees. 


Evidence required:

6.1 Describe how the HREC (currently assesses or intends to) assess documentation of oversight processes in place for dose escalation including roles and responsibilities of the investigators, sponsors and safety committees (reference to SOPs or procedures, file notes). (Maximum 400 words)

7. The HREC must agree to use the NSW Health risk assessment tool that will include guidance on when to refer to the CTX scheme. (Still in development )


 FORMCHECKBOX 

The HREC agrees to use the NSW Health risk assessment tool that will include guidance on when to refer to the CTX scheme. 
8. The HREC must demonstrate that it has a plan in place to adhere to designated 30-working days benchmark and aim to work towards achieving 20-working days benchmark (including clock starts and stops
) for review and approval times of early phase clinical trial research projects. It must also adhere to approval for all amendments within 10 working days. 



8.1 Current performance (if currently conducting reviews for early phase clinical trials)

	Calendar Year
	2015
	2016
	2017

	Estimate the approval turnaround time* achieved for the early phase clinical trials that have been reviewed.
	 
	 
	 


* The HREC approval turnaround time benchmark for new early phase clinical trials applications has been set to 30 working days with the aim to work towards achieving 20 working day benchmark. 
Evidence required:

8.2 Describe business processes from point of receipt of application to approval including governance structure/flowcharts etc. 
8.3 Describe how the HREC will adhere to designated 30-working days benchmark (with the aim to work towards 20-working days benchmark) upon receiving a valid application for an early phase clinical trials. 

(E.g. changes to administrative processes, protocols etc Maximum 600 words)

8.4 Describe how the HREC will manage any change in practice that may be necessary to achieve this timeframe. This description should include change management applicable to the HREC and to others involved in meeting the timeline benchmarks and adhering to other relevant administrative protocols. (Maximum 300 words)
8.5 Describe how the HREC (currently audits or intends to) audit its decision-making processes/procedures. (Maximum 300 words)
8.5 Workload Forecast
	Calendar Year
	2018
	2019

	Provide an estimate of the number of applications likely to be received.
	 
	 

	Provide an estimate of the number of early phase clinical trial applications likely to be received.
	 
	 


9. The HREC must have appropriate processes in place for the monitoring of approved clinical trial research projects. 
 

Evidence required:

9.1 Describe appropriate processes in place for the monitoring of approved clinical trial research projects. 

This should include but not be limited to procedures that deal with the handling of serious adverse events, 30 day post approval reports, progress and annual reporting, complaints, final reporting etc. 

Provide appropriate SOPs/flowcharts/report templates (Maximum 400 words)
9.2 Describe governance and processes of accountability in place to address issues identified in any reports received. This includes but not be limited to recruitment issues, unexpected adverse events reporting, notification of GCP violations etc. (Maximum 400 words)

9.3 Provide evidence of how the HREC informs the Chief Executive/Head of Institution or delegate of issues identified with early phase clinical trials. (Maximum 200 words)
10. The HREC must demonstrate a depth of understanding about NSW governance policy and legislative requirements in relation to the approval and conduct of early phase clinical trial research projects.

10.1 Describe how the HREC implements/adheres to the following in relation to the ethical assessment/approval and monitoring of early phase trials. (Maximum 400 words)
- NSW governance policy requirements

- NSW legislative requirements

11. Host institutions must be supportive of the business case for the HREC, to conduct ethics review of early phase clinical trials and must be willing to enter into a contract with Office for Health and Medical Research. In doing so, it agrees to provide additional support to the HREC administration. 
11.1 Describe the business case for how the host institution will support the HREC to conduct early phase clinical trial ethical reviews. (Max 400 words)
11.2 Current budget/resources

	Item
	Description
	Amount

	
	
	

	Add rows as required
	
	

	TOTAL
	
	


11.3 Budget requested of OHMR (Maximum $50,000)

	Item
	Description
	2018/2019 
(half year)
	2019/2020
	2020/2021
	2021/2022

	Add rows as required
	
	
	
	
	

	TOTAL
	
	
	
	
	


11.4 In-kind contribution from host institution

	Item
	Description
	2018/2019 (half year)
	2019/2020
	2020/2021
	2021/2022

	Add rows as required
	
	
	
	
	

	TOTAL
	
	
	
	
	


	Section D: Specific Area of Expertise



Note: A NSW Health Early Phase Clinical Trials HREC may choose to designate specific therapeutic areas for which it has demonstrated experience and expertise in conducting reviews of early phase clinical trial research projects. This information will be made publicly available and may aid investigators in determining which NSW Health Early Phase Clinical Trials HREC to submit an application to. 

1. Does this HREC intend to nominate designated therapeutic areas for which it has specific experience and expertise?
 FORMCHECKBOX 

Y
 FORMCHECKBOX 

N

2. If ‘yes’, outline the designated therapeutic or specialist areas for which the HREC has particular experience and expertise:
Medical Devices:                FORMCHECKBOX 

Y
 FORMCHECKBOX 

N

Oncology:                      
  FORMCHECKBOX 

Y
 FORMCHECKBOX 

N

Haematology:                     FORMCHECKBOX 

Y
 FORMCHECKBOX 

N

Cardiology:                         FORMCHECKBOX 
     Y
 FORMCHECKBOX 

N

Orthopaedics:                     FORMCHECKBOX 
    Y
 FORMCHECKBOX 

N

Neurology:                          FORMCHECKBOX 
     Y
 FORMCHECKBOX 

N

Immunology:                       FORMCHECKBOX 

Y
 FORMCHECKBOX 

N

Paediatric:                 
  FORMCHECKBOX 

Y
 FORMCHECKBOX 

N

Respiratory Medicine:        FORMCHECKBOX 

Y
 FORMCHECKBOX 

N

Others:  _____________________________________________________

3. Demonstrate the HREC’s specific experience and expertise in this therapeutic or specialist area nominated above in Section D, question 2 above. For example, the HREC may have reviewed a significant number of research projects in this area and has extensive access to relevant clinical expertise. Expertise can include but not be limited to grants, publications etc. (Maximum 400 words)
	Section E: Declarations



HREC Chair

 FORMCHECKBOX 
   I confirm that members of this HREC are aware of the NHMRC National Statement and the NSW Health Records and Information Privacy Act 2002 and that access to these documents is provided to new members.
 FORMCHECKBOX 
 I confirm that the HREC is willing to use the NSW Health early phase clinical trial technical experts list as required.  


 FORMCHECKBOX 
  I confirm that the HREC has access to persons with expertise in the areas of clinical care and treatment appropriate to the research being reviewed, if not otherwise covered by those members who are appointed in the relevant category (under the National Statement requirements).
 FORMCHECKBOX 
 I confirm that the HREC is willing to use the NSW Health Risk Assessment Tool (still in development) that includes guidance for when to refer to the CTX scheme. 
 FORMCHECKBOX 
 I confirm that, to the best of my knowledge, all information contained in this form is correct and accurate.
______________________

(Signature of HREC Chair)

________________________
(Print name of HREC Chair)

________________________


(Signature of witness)

________________________
(Print name of witness)

Chief Executive/ Head of Organisation
 FORMCHECKBOX 
 I commit to working with the HREC and Office for Health and Medical Research to achieve the 30-working day timeline benchmark and work towards achieving 20 working day benchmark, for review and approval of early phase clinical trials and approval for all amendments within 10 working days. 
  FORMCHECKBOX 
 I am willing to sign the relevant contract with the Office for Health and Medical Research, NSW Ministry of Health. 

 FORMCHECKBOX 
  I confirm that any revenue raised through the application of Policy Directive PD 2008_030 “HREC and Research Governance: Fee Policy for Review of Commercially Sponsored Research” is used to support the HREC and research governance functions. (NSW PHO only)
 FORMCHECKBOX 
 The institution will support the HREC in undertaking ethics review of early phase clinical trials.

 FORMCHECKBOX 
 I confirm that, to the best of my knowledge, all information contained in this form is correct and accurate. I nominate this HREC for appointment as an early phase clinical trials HREC under the NSW Health early phase clinical trials HRECs scheme. 
______________________

(Signature of Chief Executive/Head of Institution)

​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​____________________________

(Print name of Chief Executive/Head of Institution)

__________________


(Signature of witness)

_____________________________
(Print name of witness)
	ATTACHMENT CHECKLIST




Please ensure all items have been attached and are clearly labelled.
 FORMCHECKBOX 
 HREC annual reports to NHMRC for at least 3 years
 FORMCHECKBOX 
 NHMRC letter of acknowledgement for Annual reports for at least 3 years  

 FORMCHECKBOX 
 HREC Terms of Reference including evidence of approval by the Chief Executive /Head of Organisation
 FORMCHECKBOX 
 Sub-committees and/or affiliated committee’s Terms of Reference 

 FORMCHECKBOX 
 Curriculum Vitae of Clinical Pharmacologist 

 FORMCHECKBOX 
  Curriculum Vitae of two members with expertise in early phase clinical trials with documented track record

 FORMCHECKBOX 
 Relevant flowchart, checklists or procedures to validate, assess/review of the early phase clinical trials applications 

 FORMCHECKBOX 
 Policy/ Procedures/ Checklist/ Flowchart/ Proforma to review preclinical data in keeping with international guidance 

 FORMCHECKBOX 
 SOPs or procedures or file notes in place for dose escalation including role and responsibilities of the investigators, sponsors and safety committees
 FORMCHECKBOX 
 SOPs/ flowcharts/ report templates for the monitoring of clinical trials research projects. 

 FORMCHECKBOX 
 Flowchart/equivalent to demonstrate procedures, governance and processes of accountability in place to address issues identified in reports received.
� � HYPERLINK "http://www.health.nsw.gov.au/ohmr/Pages/early-phase-clinical-trials.aspx" �http://www.health.nsw.gov.au/ohmr/Pages/early-phase-clinical-trials.aspx�


� Adequate insurance is defined as follows:


Public liability insurance in the amount of not less than $20m in respect of each and every occurrence and in the aggregate for any one period of cover;


Professional Indemnity insurance in the amount of not less than $10m in respect of any one occurrence and in the aggregate for any one period of cover including run-of cover for a period of 6 years; and


Directors and Officers insurance in the amount of not less than $10m in respect of each and every occurrence.





� Initial application clock start date: The submission closing date for the HREC meeting at which the ethics application is first considered. Where a sub-committee meets to consider applications before they proceed to a full HREC meeting, the closing date for submissions for the sub-committee meeting should be entered as the start date. 


Final application clock stop date: Date of the final HREC decision letter that is provided to the investigator. 





� � HYPERLINK "https://www.nhmrc.gov.au/guidelines-publications/eh59" �https://www.nhmrc.gov.au/guidelines-publications/eh59�
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