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Introduction

Through the National Collaborative Research Infrastructure Strategy’s (NCRIS) project titled the “Manufacture of human cells or cellular based products for transplant” subsidies are available to approved applicants for development of quality systems, maintenance of TGA licenses and researcher access.

The project administered by Research Infrastructure Support Services (RISS) is focussed on the manufacture of various types of human cells for use in human transplantation, validation activities and/or clinical trials. 

The ability to manufacture human cells and cell based products under the internationally recognised Code of Good Manufacturing Practice (cGMP) and Australias’ Therapeutic Goods Administration (TGA) administered licence conditions is a mandatory requirement whenever manufacture of therapeutic goods for human subjects (patients) are involved. 

The Project will facilitate access for researchers to cGMP licensed facilities for the growth and supply of human cells for transplant, as well as supporting facilities to maintain TGA licensing and for others to become cGMP compliant and hence able to apply for TGA licensing.
Applications will be considered by the RISS Expert Advisory Committee (REAC) and the RISS Board. Applications in relation to Establishment and Compliance of Quality Systems will be initially reviewed by RISS’ approved supplier, which is the Australian Red Cross Blood Service.
Applicants are asked to submit their application for subsidies in April or October. Applications will be processed when REAC meets in the following month (i.e., in May or November). 
Guidelines
· Any infrastructure investment should be aimed towards increasing collaboration within the research system, and between it and the wider community; reducing the duplication and sub-optimal use of resources arising from lack of co-ordination and concentrating effort nationally on areas of greatest strategic impact

· Where NCRIS funds are directed to a facility (e.g. a university, the CSIRO, a State/Territory agency, a commercial provider etc), it is expected that a proportion of the capacity at that facility will be made available to users outside that institution. 

· Facilities receiving NCRIS funds should make their infrastructure available to all classes of researchers i.e., meritorious researchers (including student researchers and early career researchers), commercial users and international users.

· Where a facility wishes to collaborate with a user the use of intellectual property should not impede access to the infrastructure

· The RISS Expert Advisory committee (REAC) will in its advice to RISS regarding applications have a strong focus on providing merit-based access without prejudice to institutional affiliation or location. 

· The mechanisms for assessing merit by RISS should be transparent.

· Support should be provided to meritorious early career researchers that may not be able to compete with more established researchers through the open merit-allocation system.

Support for all funding programs detailed in this Code is subject to sufficient funds being available as determined by RISS. Applicants can contact RISS to determine if sufficient funding is available in their area of interest.

Subsidy 1: Establishment and Compliance of Quality Systems

Who can apply 

Any facility that wishes to provide TGA cGMP compliant services for the manufacture of human blood and tissue for transplantation may apply.

The process

Organisations wishing to develop facilities for the processing of human cells for transplant should lodge an expression of interest in writing with RISS by emailing grants@rissltd.com. RISS will contact the organisation and determine their eligibility for entering the application process according to the terms in this Code and any other applicable RISS requirements. If the applicant meets the criteria then RISS will ask the Australian Red Cross Blood Service (ARCBS), our approved preferred supplier, to perform a Gap Analysis of the applicant’s cell therapy facility. 

The manpower and time committed per facility per Gap Analysis will be at the sole discretion of the RISS Board subsequent to receiving advice from the ARCBS. 

Subsequent to a Gap Analysis any facility can apply for subsidised consulting services, to be provided by ARCBS, that relate to the establishment or extension of a cGMP compliant system. To apply, the ARCBS in consultation with the applicant will develop a quotation for the provision of quality consulting services or the provision of a quality manufacturing system. The quotation should detail the elements of the service together with milestones and should be directed towards the applicant gaining (or extending) a relevant TGA licence. The facility requesting a subsidy will provide to RISS the ARCBS quotation with a brief containing the results of the Gap Analysis and a review of the facility (of no more than five pages) which addresses the Evaluation Criteria below. The RISS Board will decide on the application taking into account their current subsidy guidelines, available budget and advice from REAC. 

It is important to note that terms within this code are subject to the terms in the Funding Agreement between RISS and the Federal Government and to the written requirements of the Department of Industry Innovation Science and Research (DIISR), as these may be amended or provided from time to time.  
If the application is approved, up to 50% of the ARCBS’ consulting services costs will be subsidised by way of funding from RISS.

As a condition of such funding, the facility must enter into a contractual agreement with RISS to receive the funds (on RISS' then current terms) which will include an obligation to provide access to external researchers for two years.  If the facility does not reasonably provide access to external users for two years after the agreement is executed then the funds will need to be refunded. 

Evaluation Criteria

Facilities engaged, or intending to engage, in the field of manufacture of human cells for transplant may be eligible for free Gap Analyses in accordance with applicable RISS policies.  Evaluation criteria will apply to those wishing to utilise RISS funding for establishment or extension of cGMP licences. The criteria will include consideration for the following:

· Relevance and contribution of the proposal to the field of Human Cells for Transplant including scope of capabilities

· Reasonableness of the level of resources requested

· Level of co-investment

· Sustainability of the proposal

· Accessibility by external researchers

· Funding constraints set out in the Funding Agreement between the Federal Government and RISS or those in subsequent Annual Business Plans together with any other relevant constraints or requirements imposed by co-funders or relevant government departments.

And its compliance with the values outlined in the 2006 NCRIS Roadmap, that is does the proposal:

· Increase collaboration within the research system, and between it and the wider community? and

· Reduce the duplication and sub-optimal use of resources arising from lack of co-ordination?
Where funding for a program is limited REAC will rank the applicants according to merit utilising the criteria shown above and may consult with the Federal Government and co-contributors such as State Governments.

Timeframe

RISS anticipates that once a Gap Analysis has been performed and an application is lodged a minimum of 6 weeks will be required before a decision is made in relation to the application. We note that this time will be heavily dependent upon the time taken for REAC to be convened.

Application funding rounds will be held twice a year with funding rounds closing on the 1st of November and the 1st of May. Expressions of interest outside these funding rounds are welcome.

Subsidy 2: Maintenance of TGA Licences

Who can apply 

Facilities holding a current TGA license for the manufacture of human blood and tissue for transplantation can apply for a $50,000 pa subsidy to off-set their costs of maintaining cGMP compliance program. 

The process
Facilities working in the area of human cells for transplant may directly apply to RISS by emailing either grants@rissltd.com or stewart.hay@rissltd.com with “Maintenance of TGA Licence Subsidy Application” in the Subject heading.

The applicant should submit a short brief of its institution indicating the scope of its facility, its activity, ownership and its agreement to allow reasonable access to external researchers. 

Evaluation Criteria

The applicant must attach a current TGA cGMP licence to be eligible for this support.

As a condition of funding, approved applicants must enter into a contractual agreement with RISS to obtain NCRIS funds to subsidise the costs associated with maintaining their TGA licences. In return, such applicants must agree to provide access to external researchers for two years from the date the agreement was signed.  If the facility does not reasonably provide access to external users then the funds will need to be refunded. 

Timeframe

Application funding rounds will be held twice a year with funding rounds closing on the 1st of November and the 1st of May. Expressions of interest outside these funding rounds are welcome.

RISS anticipates that a minimum 6 weeks will be required to process the application. 

Subsidy 3: Researcher Access Subsidies

Who can apply 

Researchers who wish to undertake cellular therapy projects in Australian cGMP-compliant, TGA licensed facilities.

The process
To further assist in reducing the cost of access to these facilities by researchers, NCRIS funds may be provided to subsidise these access costs.

Funding rounds for Researcher Access Subsidies will be held at least twice a year. Researchers can visit the RISS website for details regarding funding rounds. Researchers should work with facilities in the development of their applications for Researcher Access Subsidies. Facilities will lodge the applications with RISS.

What can be subsidised

Subsidies can be provided to cover costs associated with production of cell therapy material including consumables, labour and equipment hire but cannot include costs external to the facility such as the costs of running a clinical trial, transporting patients or costs associated with patient treatment or testing unless it is directly related to the manufacture, formulation or release of the cell therapy material.

Evaluation Criteria

The applicants will be ranked according to merit by REAC and subsidies will be applied according to State and facility allocations for that year. Subsidies will be applied differentially according to their tier classification as below:

Tier 1. Any research project from 

· A public research organisation or Australian higher education institution 

· An Australian company with less than 15 full-time equivalent employees

· A collaborative venture between a public research organisation or Australian higher education institution and a company; or

· An Australian company owned wholly or in part by a public research organisation or Australian higher education institution

Tier 2. Research projects from companies not satisfying the criteria for a Tier 1 classification

The following maximum subsidies will apply for the each tier classification:

	Classification
	Maximum subsidy

	Tier 1
	50%

	Tier 2
	0%


Access to NCRIS Facilities will be assessed using a merit-based

system using the following criteria:

· Technical merit of the project

· Potential for generation of quality publications, commercial outcomes or for positive developments in regard to public good;

· Experience of the chief investigator; and

· Reasonableness of the level of resources requested. Extent of the proposal and the cost of the quotation

Priority may be given to applications from meritorious Tier 1 researcher projects where capacity at a facility is limited.

The amount of funding to be allocated by RISS for access subsidies will be demand-driven, up to the allocations shown in the Funding Agreement between RISS and the Federal Government or the prevailing figures in the prevailing annual business plan under that agreement.
Public ownership of a company, or its intellectual property, is a significant factor in the evaluation of an application. The extent of public ownership will largely determine the maximum subsidy level.

Timeframe

Application funding rounds will be held twice a year with funding rounds closing on the 1st of November and the 1st of May. Expressions of interest outside these funding rounds are welcome.

RISS anticipates that a minimum of 6 weeks will be required to process the application. 
Payments

All payments will be made to approved applicant facilities. In the case of Researcher Access Subsidies, facility management will pass on the full value of the subsidy to the client. 

As a condition of funding, each facility must enter into a contractual agreement with RISS to receive the funds which will include an obligation to provide access to external researchers.  

The agreement will also describe the periodic reporting requirements, the project milestones and the other accountability mechanisms associated with the receipt of funding. Preliminary activities for approved projects will need to be undertaken within six (6) months or as otherwise specified by RISS. Failure to do this to the satisfaction of RISS will result in full repayment of the subsidy.
A copy of the then current funding agreement is available from RISS upon request.  Applicants acknowledge that the terms of that funding agreement may change at any time prior to entry of the funding agreement by approved applicants. 
Authority to vary the terms of this code and RISS determinations
RISS may at any time in its discretion vary the terms of this Code including its criteria and processes for consideration of funding applications.  The current version of the code from time to time will be displayed on the RISS website.

The decisions of RISS in relation to the availability or provision of funding, or the terms on which such funding may be provided, are final and binding.   RISS provides no guarantees or assurances whatsoever in relation to the availability of funding and has no responsibility for the costs of applicants in connection with funding applications.
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