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JURISDICTIONAL BLOOD COMMITTEE

   Information and Guidance for     Applicants on Submitting a 
National Blood Supply Change 
Proposal

July 2006

Version 1

This document and all associated documents are available on the National Blood Authority (NBA) Internet site: http://www.nba.gov.au

The purpose of the Information and Guidance for Applicants on Submitting a National Blood Supply Change Proposal is to provide an established mechanism whereby changes to products and services funded under the National Blood Agreement are supported by appropriate evidence based evaluation, information and advice as determined by the Jurisdictional Blood Committee in accordance with the process set out in Clause 28 and Schedule 4 of the National Blood Agreement.

Work on this document commenced with the establishment of a Jurisdictional Working Group to undertake the development of a national framework for the application process for national blood supply proposals.  The Working Group comprised representatives from the National Blood Authority, Department of Health and Ageing, Australian Capital Territory, South Australian and Queensland Health Departments.  

Stakeholders consultation was sought during the process and feedback incorporated into the Information and Guidance document prior to finalisation in July 2006.
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Information and Guidance for Applicants on Submitting a National Blood Supply Change Proposal

1. Introduction

Under Australia’s 2003 Intergovernmental National Blood Agreement, blood products and services are provided free to patients.  The Australian blood sector is funded 63% by the Australian Government and 37% by the States and Territories, with the funding for each state and territory determined by the volume supplied to that jurisdiction.  Australia’s system for financing blood products and services is distinct from other aspects of health financing such as Medicare or the Pharmaceutical Benefits Scheme.  (However related medical and hospital costs associated with blood use are funded by Medicare, public hospital funding or private health insurance).

The National Blood Agreement outlines Australia’s approach to policy setting, governance and management for the blood sector, including administrative and financial arrangements.  Clause 28 and Schedule 4 of the National Blood Agreement
 require that decisions to make changes to blood products and services under the national blood supply be supported by appropriate evidence based evaluation, information and advice.  The Jurisdictional Blood Committee (JBC) is responsible for considering national blood supply change proposals, obtaining appropriate evaluation, information and advice, making decisions on proposals in certain circumstances, or providing advice and recommendations on proposals to the Australian Health Ministers’ Conference.  Similar evaluation processes for considering drugs to be included on the Pharmaceutical Benefits Scheme or medical technologies or procedures to be included on the Medicare Benefits Schedule have been in place for some years.  

The quality, safety and efficacy of blood products and services are assessed by the Therapeutic Goods Administration (TGA) – see section 2 below.  The role of JBC is quite distinct from that of TGA and involves considering:

· relevance to and consistency with the national blood supply policy objectives (see Section 3 below and Part 1 of the National Blood Agreement); 

· clinical effectiveness;

· cost effectiveness;

· whether the change is necessary for the health care of identifiable groups of patients; 

· whether there is any reasonable scope for limiting indications within those patient groups;

· whether any reasonable alternative for the proposal is available;

· present or future production, supply, or cost implications;

· options for implementation; and 

· pricing.

The JBC has developed and adopted this information and guidance document for managing the initiation, submission and evaluation of national blood supply change proposals.  Applicants need to understand that there are many competing priorities for funding in the blood sector and that the purpose of this application process is to provide a more systematic and consistent method for assessing and prioritising proposals for funding consideration.  Due to competing priorities for limited resources, some applications may be assessed by JBC as suitable, but still not receive funding, or have funding deferred.  

Applicants must also be aware that, while they may be successful in having their application for a new product or service to be listed on the National Products and Supply List, this alone will not guarantee that their product or service will be used.  The National Products and Supply List does not list product “brands”, it lists generic product types such as Intravenous Immunoglobulin (IVIg) or Factor VIII.  Where a new product or service is listed on the National Products and Supply List, and there is more than one supplier of that product or service, the JBC can instruct the NBA to undertake competitive procurement activities to ensure that all suppliers of that product are equally able to bid for the Government contract.  Even if more than one supplier is selected, jurisdictions may choose not to use one, or any, of the products. 

This guidance, and the accompanying Application Form at Appendix G, provide a standard framework to guide prospective applicants through the process of submitting a national blood supply change proposal in accordance with the National Blood Agreement.  Please note that these documents are intended to assist applicants to meet the information needs of the NBA and JBC.  Some sections of the application form or guidance may not be relevant to all applicants or proposals; applicants may wish to include additional information and subheadings to tailor their proposals.  

The submission process, and the Guidance and Application Form, will be revised in future as required.

The reader should also be aware of a number of definitions used in these guidelines, which are listed at Appendix A.  Readers should particularly note the statutory definition of “blood products and services” as this dictates what may be funded under the national blood supply.  The key players in assessing national blood supply change proposals are also described in Appendix A.

2. Regulatory Requirements

In Australia, blood, blood components and plasma derivatives as well as prescription medicines and medical devices are regulated by the TGA under the Therapeutic Goods Act 1989.  (In particular, plasma products are fully regulated as prescription medicines).  Registration is based on assessment of quality, safety and efficacy.  For further information see http://www.tga.gov.au/bt/blood.htm
The JBC will generally require that any national blood supply change proposal being considered for funding already meets the necessary TGA requirements, e.g. licensing requirements and or registration on the Australian Register of Therapeutic Goods.  JBC would only consider funding products or services for the therapeutic indications for which they have been registered.  If there are exceptional circumstances, and generally on the recommendation of TGA, JBC may commence considering a proposal before finalisation of marketing approval by TGA.  

Full copies of all TGA related documentation associated with your proposal should be provided with your application. 

If you are uncertain about the eligibility of your proposal, please contact the TGA and NBA for further advice before preparing your submission (see contacts at Appendix B).

3. Policy Objectives 

The National Blood Agreement (Part 1, p.2) specifies the primary policy objectives and secondary policy aims of Australian governments for the Australian blood sector.  National blood supply change proposals should address the policy objectives and aims, explaining how the proposal supports or furthers the aims and objectives, and discussing any apparent tensions between the proposal and the objectives and aims.  Proposals that are inconsistent with any of the policy objectives may be rejected without further evaluation.

4. Evidence Based and Economic Evaluation in the Blood Sector

The 2001 Review of the Australian Blood Banking and Plasma Product Sector (Stephen review) (p.39) “[considered] that public funding should be based on evidence of cost-effectiveness….[and] recommended the use of evidence-based assessments for the provision of expert advice on the benefits, risks and costs of proposed blood policies.”  

In Summary, the Stephen review (p.41) also advocated that Proposals should be considered in the context of the entire blood sector, from donors through to recipients of blood and blood products. They should also be considered within the wider picture of government policies and programs and that evidence should be drawn from a variety of sources including medical and scientific research; perceptions of donors, patients and the community; cost and use of resources; and wider social and ethical matters.  

A full copy of the Stephens Review can be obtained from the National Blood Authority Website at http://www.nba.gov.au/review.htm

While Schedule 4 of the National Blood Agreement provides that JBC may seek advice from these and other expert bodies, the national blood arrangements have designated JBC as the responsible body for providing advice to the Ministerial Council.  This is because some special considerations regarding the blood sector present barriers to assessing blood products in exactly the same way as pharmaceutical products or medical services.  These include: governments’ particular policy objectives and values for the blood sector; domestic voluntary blood donation and supply of products free of charge; the nature of blood sector risk; and the involvement of States and Territories as well as the Commonwealth in financing and policy setting for the blood sector.  

The application form seeks certain information which forms the basis of economic evaluation.  This level of detail is not required for proposals involving a different concentration or pack size of a currently funded product, unless a price premium is being sought.  Content of economic evaluation would be proportional to cost impact and material effect, but cost information is required in all cases.  In these situations, the focus of the submission should be on the clinical need for the proposed change.  If you are uncertain of the level of detail required to be provided for your proposal, please contact the NBA for advice in the first instance.

Additional background on economic evaluation is provided at Appendix C.
5. Who can submit a proposal?

A proposal (including those resulting from changes to mandatory TGA requirements) may be made from a range of sources.  The supplier, sponsor or manufacturer of the blood product or service will often be best placed to provide the data that is necessary to assess a proposal.  Proposals or submissions in support of proposals may also be initiated or submitted by:

· TGA or other bodies with responsibilities in relation to safety and quality;

· users of blood and blood products;

· bodies representing users of blood and blood products;

· JBC; or 

· NBA.

6. How to submit a proposal to the JBC?

The JBC have agreed that although proposals can be made from a range of sources all proposals must be provided in broadly the same format.  The accompanying application form has been adopted by the JBC to ensure all information and submissions are consistent, provide a format that can be easily used by all parties, and enable the JBC to identify any additional information that may be required to assess a specific proposal.

A proposal using the application form (Appendix G) must be lodged with the NBA both electronically (via CD or diskette) and in hardcopy.  Submissions should be sent to:

National Blood Supply Change Proposal Officer

National Blood Authority

Locked Bag 8430

CANBERRA ACT 2601

If an applicant has any queries regarding the process or difficulties accessing information from the National Blood Authority website they should contact the National Blood Authority on (relevant number to be inserted). 

7. When a submission should be lodged?

A national blood supply change proposal can be submitted at any time.

8. How long is it expected to take?

Depending on the complexity of each proposal and the extent of the advice, consultation and assessment required, it is expected that assessment of a proposal will take between 6 and 18 months.  Feedback to applicants or updates on progress will be provided at each decision point in the process.  

9. How will a proposal be assessed?

The Proposal will be assessed by a JBC Sub Committee, comprising government representatives and external experts as required.  Submissions will be assessed against basic eligibility, clinical issues and financial information as described in Appendix D.

10. Public consultation

JBC will generally consult with stakeholders in the blood sector and the general public about change proposals before finalising its decision.  The preferred process for such consultation is outlined in Appendix E.

11. Applicants’ Responsibilities

As an applicant submitting a blood supply change proposal you are responsible for providing the JBC with the most comprehensive and accurate information you have available to support your proposal.  You are also responsible for the timely provision of additional information which may be requested by JBC to support your case.  The application form includes a declaration to confirm that the information is complete and true.

12. General application information

Proposals from an applicant will need to be made in writing to the NBA, in its role as secretariat for the JBC. Any proposals that are incomplete or not submitted using the correct form may not be accepted for consideration and may be returned for correction.

Where a national blood supply change proposal requires TGA approval, such approval should preferably be obtained prior to submitting a proposal to NBA.

13. Reconsideration of proposals

If a proposal is not approved by JBC or the Ministerial Council, or is not fully approved in accordance with the applicant’s proposal, an applicant may request JBC or the Ministerial Council to undertake a reconsideration of the outcome.  A request for reconsideration can be submitted in writing to the NBA.    JBC will consider whether a reconsideration is warranted, and if warranted will determine the process for the reconsideration (including the possible involvement of independent reviewers or expert advisers) and whether the reconsideration should be undertaken by JBC or the Ministerial Council, in a similar way to the process for initial consideration of proposals.  In general, reconsideration will be warranted where JBC is satisfied that:

· JBC was not adequately aware of, or did not take appropriate account of, information or circumstances existing at the time of the original evaluation; or

· New information or circumstances have arisen in relation to the proposal, and the information or circumstances may have a substantial bearing on the outcome of the proposal.

In general, JBC will provide applicants with the opportunity to comment in two stages during the evaluation process:

· When an plan is proposed; and 

· When a draft assessment report is available.

14. Feedback

The process for evaluating national blood supply change proposals may be revised as experience is gained by NBA and JBC and feedback is received from stakeholders.   This document is therefore subject to change, and the NBA website should be consulted for updates.  Feedback on the process and documentation is welcome and should be provided to the NBA’s National Blood Supply Change Proposal Officer (see contact details above).

Appendix A

Definitions

“Applicant”:  an individual or organisation submitting a proposal for a change to the blood products and services funded under the national blood arrangements.

“blood products and services” are defined in the National Blood Authority Act 2003:

· products (blood products) that are used or intended for use for human, therapeutic or diagnostic purposes and that:

(i) consist of human blood or components of human blood; or

(ii) are derived from human blood; or

· products (blood‑related products) that are used or intended for use for human, therapeutic or diagnostic purposes and that:

(i) are alternative or complementary to the use of blood products; and

(ii) are regarded as blood‑related products for the National Blood Agreement; or

· services, equipment or procedures that are regarded as blood‑related services for the National Blood Agreement and that:

(i) are used in the collection, supply or use of blood products or blood‑related products; or

(ii) are alternatives to the use of blood products or blood‑related products; or

(iii) reduce the need for blood products or blood‑related products; or

(iv) otherwise affect the demand or supply of blood products or blood‑related products.

“Jurisdictional Blood Committee (JBC)”:  a committee of senior government officials supporting and advising the Ministerial Council (definition below) on issues relating to the national blood supply.  The JBC is also responsible for considering advice from, and providing advice to, the NBA.  JBC considers and settles less significant issues, or issues arising in the implementation of Ministerial Council decisions, as authorised by the Ministerial Council.  JBC decides whether national blood supply change proposals require evidence-based evaluation; is able to reject proposals considered out of scope; may directly accept or reject proposals that do not have a material effect; and submits ‘material’ proposals to the Ministerial Council for decision, accompanied by appropriate information, advice and recommendations.  

“material effect”:  a term used in the National Blood Agreement, referring to having a material effect on clinical care and outcomes; or production, supply or cost under the national blood supply.

“Ministerial Council”:  the Australian Health Ministers’ Conference, as specified in the National Blood Agreement.  This Ministerial Council is responsible for the general oversight of the Australian blood sector, determining national blood policy, and implementing the National Blood Agreement.  The Ministerial Council makes decisions on national blood supply change proposals and is informed by the evidence based evaluation, information, advice and recommendations provided by JBC. 

“National Blood Authority (NBA)”:  The NBA is a statutory authority established by Commonwealth legislation in accordance with the National Blood Agreement.  Its purpose is to improve and enhance the management of the Australian blood banking and plasma product sector at a national level.  NBA is responsible for referring all national blood supply change proposals to the JBC for consideration regarding the need for evidence-based evaluation.  It works closely with JBC, and provides secretariat services to JBC.  Under section 8 of the NBA Act the NBA’s functions include:

· liaising with, and gathering information from, governments, suppliers and others about matters relating to blood products and services;

· carrying out national blood arrangements relating to annual plans and budgets for the production and supply of blood products and services;

· carrying out national blood arrangements to ensure that there is a sufficient supply of blood products and services in all the States and covered Territories;

· carrying out national blood arrangements relating to the funding of:  the supply of blood products and services; and the NBA’s operations.

· Entering into and managing contracts and arrangements for the collection, production and distribution of the blood products and services necessary to ensure a sufficient supply of blood products and services in all the States and covered Territories;

· carrying out national blood arrangements relating to safety measures, quality measures, contingency measures and risk mitigation measures for the supply of blood products and services;

· providing information and advice to the Minister and the AHMC about matters relating to blood products and services; and

· carrying out national blood arrangements relating to the facilitation and funding of research, policy development and other action about matters relating to blood products and services;

“National Products and Supply List”: a list of those products and services which are currently covered by the national blood supply arrangements.

“national blood supply change proposal”:  defined in the National Blood Agreement (p.14) as a proposal for either:

· the addition of a new blood product, blood related product or blood related service to be funded through the national blood supply; or

· the removal of a blood product, blood related product or blood related service from funding through the national blood supply; or 

· a change in the means of collection, production or supply of a blood product, blood related product or blood related service.
“Proposal” – a submission to add, delete or change a blood product, blood related product or blood related service funded under the National Blood Arrangements.  

Appendix B

Contacts

National Blood Authority

National Blood Supply Change Proposal Officer

National Blood Authority

Locked Bag 8430

CANBERRA ACT 2601

Telephone:  61 2 6211 8319                                                  

Email:  nationalbloodauthority@nba.gov.au         

Internet:  www.nba.gov.au
Therapeutics Good Administration

TGA Information Officer

PO Box 100

Woden ACT 2606

Telephone:  1800 020 653 (freecall) or 02 6232 8444

Email:  tga-information-officer@health.gov.au

Internet:  www.tga.gov.au
Appendix C

Economic Evaluation

Health economic evaluation aims to ensure that where there are limited resources such as blood sector funding, or blood or plasma products, the resources are allocated appropriately, efficiently and equitably.  Economic evaluation can assist decision makers by systematically comparing and prioritising potential health interventions, so that health resources can be directed where they will be of most benefit.  

The Australian Government has recently announced the publication of revised guidelines for cost benefit analysis and related evaluation methods.  These may be referenced at: http://www.finance.gov.au/finframework/fc_2006_01.html
The application of health economics to decisions about blood sector financing has so far been limited, both in Australia and overseas.  Some economic evaluations of blood sector interventions published in recent years have identified many instances where the cost per quality adjusted life year (QALY) of the intervention far exceeds the cost utility ratios found in other health interventions.  Economic evaluation can assist in weighing up the benefits gained from reducing a small safety risk with the costs, and comparing the alternatives for using those resources.  

Economic evaluation is well established in other areas of Australian health financing such as pharmaceuticals funding through the Pharmaceutical Benefits Schedule (PBS) and medical services funding through the Medicare Benefits Schedule.  Where appropriate, JBC may also seek advice on some proposals from government officials working with the MSAC, PBAC or related areas in the Australian Government Department of Health and Ageing.  Further information on MSAC and PBAC evaluation methods can be obtained from these weblinks:

http://www.health.gov.au/internet/wcms/publishing.nsf/Content/health-pbs-general-pubs-guidelines-content.htm-copy2
http://www.msac.gov.au/application.htm
Appendix D

Issues for Consideration by JBC in making assessments

This section lists some points that JBC and the JBC sub-committee may consider when evaluating proposals.  They include questions for use in ‘challenging’ and analysing the data or information provided in proposals.  

Basic Eligibility and Administration issues

· Is the proposal eligible?  Has it met TGA requirements?  Is it already being funded/ being considered for funding, through another mechanism?  

· Is the proposal within the scope of funding through the national blood supply?  Does it conflict with the policy objectives or aims?  Would the proposal be more appropriately referred for consideration elsewhere such as PBAC, MSAC or NHMRC?

· Has enough information already been provided to enable JBC/AHMC to proceed with making a decision?

· Is there sufficient, reliable information to make a decision on the information provided?  Can a JBC decision (or recommendation to AHMC) to reject, recommend funding, or otherwise prioritise the proposal be made just on the information provided?

· Can a decision be made directly by JBC or will JBC need to prepare advice for consideration by AHMC?  (This will depend on whether the proposal is considered to be material or non-material under Schedule 4).  

Clinical issues

· What is the burden and severity of the condition being treated? 

· How good is the available evidence in terms of its quality and the certainty of the estimates? 

· What other information, evaluation or advice is needed, and how may it be obtained?  E.g. should further information be requested from the initiator, is information needed from TGA/NBA/MSAC/PBAC, or should clinical advice and or health economic analysis be purchased or otherwise obtained?

· Is the proposal responding to a new TGA regulatory requirement?  

· Is there a pressing safety concern and no alternative blood product or system?

Financial Information

· Where are the main areas of uncertainty in the costs, benefits and risks?

· Are there considerations about fixed costs or price-volume agreements for existing products?

· Can a continuous and reliable supply be assured?  Are contingencies available, e.g. alternative suppliers?

· Are litigation risks a consideration?  Is either the intervention, or non-intervention, associated with a risk of injury?  How does this risk compare to the benefits?

· Could the costs be absorbed within the existing resources available for the national blood supply?  If additional resources would be required, is there a compelling case to justify existing resources?

· What opportunity cost(s) would there be if the proposal was resourced?  What alternatives are there to this proposal?

· How favourable is the cost-effectiveness ratio?

· What is the overall cost to the health system?

Other Issues

· Do NBA powers for requiring persons to provide blood related information or costs of blood products and services need to be invoked?

· Is it reasonable to purchase advice, such as health economic evaluation, given the estimated cost of obtaining the advice versus the cost of implementing the change proposal?

· Is there a range of alternative options for implementing the TGA requirements?  

· What are community perceptions of the need for the therapy/test/system?

· Other extenuating circumstances eg. Last resort treatments or where no other treatment is available in Australia

Priorities for funding could include:

· Changes to improve the safety of the national blood supply where there is no alternative. 

· Cost-effective interventions where the overall cost to the health system is small.

· Cost-effective interventions where the evidence is of high quality, estimates are robust and the clinical effectiveness of the intervention is high.

· Cost-effective interventions where the evidence is of high quality.

If funding is recommended, may it be:

· Funded in full

· Funded on a capped basis.

· Funded based on clinical guidelines for specified applications

· Funded on a temporary or trial basis, subject to further evaluation

· Deferred until further evidence can be provided

· Deferred until items of higher priority have been funded.

Provision of funding is also subject to satisfactory outcomes from procurement and contract negotiation processes conducted by the NBA.

Appendix E
Confidentiality and Stakeholder Engagement Protocol
Consultation process 
· After a preliminary proposal is received and considered by JBC, and if JBC decides to proceed with evaluation, NBA publishes Notice 1 on its website.
· Notice 1 includes:

· application has been received and is being considered,

· applicant’s name, brief description of product / service,

· key features of product and claimed outcomes if product accepted,

· overview of assessment process and expected timeframe,

-     invitation to comment for consideration by JBC.


· During evaluation, NBA and JBC subcommittee consider and respond to any inputs prior to consideration by JBC and/or expert assessor.

· When the assessment report is received, JBC subcommittee prepares draft of Notice 2 which outlines proposed JBC action(s) on the proposal, and indicates that Assessment Report prepared for JBC subcommittee is available on request.

· After consideration by JBC, NBA publishes Notice 2 on website with a two week period for comment.

· Depending on comment, JBC confirms decision and authorises NBA to announce and implement.

Confidentiality
· At all times, NBA and JBC maintain confidentiality of the following:

· Application detail, including submitted data and TGA reports,

· Subcommittee papers and proceedings  except as noted above,

· JBC proceedings.

· These materials may be provided to others, e.g. contracted assessment agency, for the purpose of giving JBC advice and subject to confidentiality agreements.

Variation

· Where the applicant makes an acceptable case that publication of Notice 1 will be harmful to their commercial interests, Notice 1 will be withheld. Alerting of possible competitors is never sufficient reason to withhold Notice 1.

· If Notice 1 is withheld, the time allowed for comment on Notice 2 is increased substantially to six weeks. Additional time is then required also for JBC or expert assessor’s consideration of inputs.

· Notice 2 is never withheld for any reason.
Flowchart for Schedule 4 Process:
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� The National Blood Agreement is available from the National Blood Authority website at http://www.nba.gov.au/PDF/national_blood_agreement.pdf.
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