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Pre-assessment documentation to initiate an application to MSAC for

public funding of a proposed medical service
Preliminary information to guide the completion of the documentation

Before the Medical Services Advisory Committee (MSAC) can appraise the evidence relating to a proposed medical service, the Department of Health and Ageing (the Department) and MSAC require a number of steps to be undertaken.

This application pack contains background information and documents to be completed by an intending applicant to enable the completion of the following processes prior to the submission of evidence:



STAGE 1: Expression of Interest

Step 1: Confirm any lobbyist status


Step 2: Arrange an Initial (pre-assessment) Meeting with the Department

Part Ai
Initial meeting form to discuss proposal for public funding of a proposed medical service

Part Aii
Fees information for initial meeting form (only if MBS funding is requested)

Step 3: Confirm Eligibility of the proposed medical service for MSAC consideration

Part B
Eligibility form to establish suitability of a proposed medical service for MSAC consideration for public funding

STAGE 2: Determination of Approach to Assessment

Step 4: Propose a Decision Analytic Protocol and Provide Fee Information

Part C
Information requests form to propose a Decision Analytic Protocol (DAP) for consideration by the Protocol Advisory Sub-Committee (PASC)

Part Di
Detailed fee information request form (only if MBS funding is requested)

Part Dii
Additional fee information request form (to be provided as a customised form by the Department to each applicant after the initial meeting)

Step 5: Consideration of the Decision Analytic Protocol by PASC

Step 6: Final Decision Analytic Protocol to guide the applicant or Department in defining and assessing the relevant evidence for the proposed medical service.

It is after this point that an assessment of evidence for MSAC is acceptable.



If there are any queries regarding this form, call (02) 6289 7550 or email hta@health.gov.au.
Note: It is not mandatory to complete all parts of this application pack prior to the initial meeting with the Department of Health and Ageing. However, completion of Parts Ai and Aii is a prerequisite to holding an initial meeting with the Department.

An initial meeting is mandatory for all applications to MSAC. To assist in planning, refer to [web-page with MSAC calendar etc] for periods during which initial and pre-assessment meeting dates may be available. Initial meetings outside of these dates will not be possible as relevant Departmental officers are involved with other MSAC tasks.

Application process involving MSAC consideration

The overall application process involving MSAC from initial contact with the Department to implementation of public funding of a supported medical service has the following stages.

1. Expression of Interest: After an initial meeting, the applicant can submit information to help determine the proposed medical service’s eligibility for MSAC consideration for public funding. If the application is deemed to be eligible for consideration, it will move on to the Determination of Approach to Evidence stage.
2. Determination of Approach to Assessment: This stage is initiated by the applicant submitting a proposed Decision Analytic Protocol (DAP). This is first refined by PASC with assistance from an Assessment Group and individuals nominated by the MSAC Executive with expertise relevant to the clinical management of the medical condition for which the proposed medical service is relevant. PASC then consults publicly. Comments received are considered at a subsequent PASC meeting and the final DAP is then ratified. Comments will be sought from the applicant prior to each PASC meeting considering the DAP. Following ratification of the DAP, the application will move on to the Consideration of Evidence stage. If an MBS fee review is required, the information to complete it will be collected and analysed during this stage.
3. Consideration of Evidence: This stage is initiated by a submission-based assessment from the applicant or by the commissioning of a contracted assessment by the Department. The assessment is considered by the Evaluation Sub-Committee before the application is appraised by MSAC and the Minister for Health notes MSAC’s advice as the outcome of the application.
4. Implementation: Within this stage, full costing for the implementation of a MSAC-supported medical service is undertaken. Advice is sent to the Minister of Health with the implications for public funding. The Government is informed of this advice and, if the medical service is approved, public funding will be implemented.


Information for lobbyists

On 13 May 2008, the Australian Government introduced a Lobbying Code of Conduct and established a Register of Lobbyists (the Register) to ensure that contact between lobbyists and Commonwealth Government representatives is conducted in accordance with public expectations of transparency, integrity and honesty.

Any lobbyist who acts on behalf of third-party clients for the purpose of lobbying Government representatives must be registered on the Register and must comply with the requirements of the Lobbying Code of Conduct.

According to the Prime Minister and Cabinet website, lobbying activities are defined as “communications with a Government representative in an effort to influence Government decision-making, including….the allocation of funding”.

A lobbyist wishing to conduct lobbying activities with a Government representative must be registered on the Register.

The Register is maintained by the Department of the Prime Minister and Cabinet (PM&C) and can be accessed via their website at: http://lobbyists.pmc.gov.au/lobbyistsregister/ .


Pre-assessment documentation to initiate an application to MSAC for

public funding of a proposed medical service

Summary sheet

Application number: 
(assigned by MSAC Secretariat upon receipt)

Proposed title for the application:

Proposed medical service:

(a single phrase to describe the proposed medical service)

Medical service type:

(e.g., pathology, surgery, radiation oncology, specialist consultation)

Medical condition being addressed:

Applicant:

Applicant contact (if applicable)


The following will be completed by the MSAC Secretariat.

Date of Part A (initial meeting form) lodgment:


Date of Part B (eligibility form) lodgment:


Date of Part C (proposed DAP via PASC information request form) lodgment: 


Date of Part D (Detailed fee information request form) lodgment:




When each Part is complete, send to:

Medical Services Advisory Committee Secretariat 

MDP 853

Medical Benefits Division

Department of Health and Ageing

GPO Box 9848

Canberra ACT 2601

or by email to: hta@health.gov.au
or by fax to: (02) 6289 3561.

If there are any queries regarding this form, call (02) 6289 7550 or email hta@health.gov.au .

Pre-assessment documentation to initiate an application to MSAC for

public funding of a proposed medical service

Part Ai: Initial Meeting Form

Background

The purposes of the initial meeting between representatives of the Department and the intending applicant are to:

· enable the applicant to advise the Department on the nature of the intended application, including the proposed medical service, delivery of the proposed medical service, and the intended patient group(s) who will receive the proposed medical service;

· identify where a proposed medical service may have one or more codependent health technologies which require consideration by other processes, e.g., the Pharmaceutical Benefits Advisory Committee (PBAC) or the Prostheses List Advisory Committee (PLAC); and

· allow the MSAC Secretariat and any other relevant areas within the Department to inform the applicant about the MSAC process and expectations and those of the other processes as necessary.

Responses to the following questions and requests for information will enable the MSAC Secretariat to consult with other relevant areas within the Department to prepare for the initial meeting.


Note: Provide a response to each question or information request. Indicate “N/A” on the form if a question or information request is not applicable and, if necessary, explain why it is not applicable.

	Title

	A1.
	Title of the proposed application, including the name of the proposed medical service (for reference purposes):



	Information about the intending applicant

	A2.
	Name of applicant (and the company or organisation if applicable):

Contact person (to answer queries and coordinate the initial meeting if applicable):
(If applicable, also indicate the position of the contact person within the company or organisation).



	A3.
	Contact details:

· Telephone during business hours:

· Facsimile:

· Mobile:

· Email:

· Other (specify):



	A4.
	Specify the preferred mode of contact for the applicant:

 FORMCHECKBOX 
 Business hours telephone

 FORMCHECKBOX 
 Facsimile 

 FORMCHECKBOX 
 Mobile

 FORMCHECKBOX 
 Postal

 FORMCHECKBOX 
 Email

 FORMCHECKBOX 
 Other (specify)



	A5.
	Company or organisation details if applicable:

Whether the applicant is a company or other organisation:

Business trading name:

ACN:

ABN:



	A6.
	Applicant’s physical address:



	A7.
	Applicant’s postal address:



	A8.
	Applicant partnership details if applicable:

List the names of all partners.



	Information about whether any third party is acting on behalf of the intending applicant

	Note: Any third party acting on behalf of an intending applicant may meet the definition of a lobbyist and would therefore need to be listed on the Register of Lobbyists before communicating with a Departmental officer regarding the MSAC or other HTA processes for an intended application. The Lobbyists’ Register is maintained by the Department of the Prime Minister and Cabinet and further information is available at: http://lobbyists.pmc.gov.au/lobbyistsregister/

	A9.
	Identify any other person, company or organisation acting on behalf of the intending applicant and provide evidence of their listing on the Register of Lobbyists. 

 FORMCHECKBOX 
 Evidence attached to this completed form.



	A10.
	Business or trading name of the person, company or organisation (acting on behalf of the intending applicant):

Contact person (to answer queries and coordinate the initial meeting if applicable):
(If applicable, also indicate the position of the contact person within the company or organisation).



	A11.
	Contact details of the third party:

· Telephone during business hours:

· Facsimile:

· Mobile:

· Email:

· Other (specify):



	A12.
	Specify the preferred mode of contact for the third party:

 FORMCHECKBOX 
 Business hours telephone

 FORMCHECKBOX 
 Facsimile

 FORMCHECKBOX 
 Mobile

 FORMCHECKBOX 
 Postal

 FORMCHECKBOX 
 Email

 FORMCHECKBOX 
 Other (specify)



	A13.
	Company or organisation details:

Whether the third party is a company or other organisation:

Business trading name:

ACN:

ABN:



	A14.
	Physical address of the third party:



	A15.
	Postal address of the third party:



	A16.
	Partnership details of the third party if applicable:

List the names of all partners.



	Information about the proposed initial meeting

	A17.
	Propose two alternative initial meeting dates (Monday - Friday, morning or afternoon) from within the periods designated as being for pre-assessment meetings in the attached calendar.

First proposed date:

Second proposed date:

Note: The Department will do its best to accommodate these preferences, but may need to suggest other alternatives.



	A18.
	Indicate any specific items for discussion during the initial meeting.



	Information about the proposed medical service

	A19.
	Provide a succinct description of the proposed medical service.

(Limit this description to no more than 150 words and ensure that it is comprehensible to a person without a scientific or clinical background.)
(Do not include claims of therapeutic or diagnostic performance, cost-effectiveness or strength of supportive evidence in this description.)

Note: This description will be published on the MSAC website at such time as eligibility is agreed. The Department retains the right to alter the wording provided (but will consult with the applicant prior to any public dissemination). The Department also retains the right to refuse to publish information from the applicant that is considered to be inaccurate or misleading.



	A20.
	Provide a succinct description of the medical condition (or disease) relevant to the proposed medical service.

(Limit this description to no more than 150 words and ensure that it is comprehensible to a person without a scientific or clinical background.)

Note: This description will be published on the MSAC website at such time as eligibility is agreed. The Department retains the right to alter the wording provided (but will consult with the applicant prior to any public dissemination). The Department also retains the right to refuse to publish information from the applicant that is considered to be inaccurate or misleading.



	A21.
	If there is a technology involved in the proposed medical service, does it involve a new approach towards managing a particular subgroup of the population with the specific medical condition?

 FORMCHECKBOX 
 Yes

If yes, explain.

How is the identified subgroup currently being managed in the healthcare system?

 FORMCHECKBOX 
 No



	A22.
	a.
Nominate the appropriate comparator(s) for the proposed medical service.

(This is usually the most commonly used medical service currently provided for the related medical condition referred to in A20 or the subgroup referred to in A21. In some circumstances “no active intervention” may be appropriate).

b.
Provide the rationale for the nominated comparator(s).

c.
Specify whether the proposed medical service would be used in addition to, or instead of, the nominated comparator(s).



	Information about medical service type and any potential codependency

	A23.
	Specify whether the proposed medical service is or involves:
(Tick all boxes that apply; if more than one box is ticked, provide an explanation.)

 FORMCHECKBOX 

a therapeutic surgical procedure (go to A30 if only a procedure)

 FORMCHECKBOX 

a therapeutic non-surgical procedure (go to A30 if only a procedure)

 FORMCHECKBOX 

an investigative medical service (e.g., diagnostic, imaging, pathology) (go to A25 to identify any subsequent medical services expected to change as a result of its use)

 FORMCHECKBOX 

a consultation medical service (go to A30 if only a consultation)

 FORMCHECKBOX 

a therapeutic medical service associated with a device (go to A25)

 FORMCHECKBOX 

a hybrid health technology (go to A24)

 FORMCHECKBOX 

one of a set of co-dependent medical services (go to A25)

 FORMCHECKBOX 

a medical service involving an allied health service (go to A28)

 FORMCHECKBOX 

other (go to A29)

Explanation if more than one:



	A24.
	If a hybrid health technology, specify the two or more characteristics (hybrid health technologies combine the characteristics of different health technologies in a single entity, e.g., a medicine coating a medical device
).

 FORMCHECKBOX 

pharmaceutical (go to A26)

 FORMCHECKBOX 

prosthesis or device (go to A27)

 FORMCHECKBOX 

other (go to A29)



	A25.
	If one of a set of co-dependent medical services is proposed, specify the other dependent medical services or health technologies (one co-dependent medical service is dependent on another medical service either to achieve its intended effect or to enhance its intended effect).

 FORMCHECKBOX 

pharmaceutical (go to A26)

 FORMCHECKBOX 

prosthesis or device (go to A27)

 FORMCHECKBOX 

allied health (go to A28)

 FORMCHECKBOX 

a therapeutic surgical procedure (go to A30)

 FORMCHECKBOX 

other (go to A29)



	A26.
	a.
If the health technology is a pharmaceutical, or has a pharmaceutical component to it, is it already covered under an existing PBS listing?


 FORMCHECKBOX 
 Yes


If yes, what is the PBS listing number(s)?


 FORMCHECKBOX 
 No

b.
If the applicant is seeking PBS listing under a new PBS listing, what is the key driver/reason for seeking listing?

c.
What is the trade name and generic name of the pharmaceutical?



	A27.
	a.
If the health technology is a prosthesis or a device, or has a prosthesis or device component to it, is it already included on the Prostheses List?


 FORMCHECKBOX 
 Yes


If yes, what is the Billing code(s)?


What Prostheses List Product Group does the technology currently fall under?



 FORMCHECKBOX 
 No


Is the application to either:



 FORMCHECKBOX 
 list a new kind of prosthesis?



 FORMCHECKBOX 
 duplicate, expand, compress or transfer an existing Billing code?

b.
What is the trade name and clinical name of the device?



	A28.
	For a medical service involving an allied health service, specify the service.



	A29.
	For a medical service involving another professional service, specify the type of service.



	Information about any current funding

	A30.
	Is the proposed medical service or a similar medical service already covered under an existing MBS item?

 FORMCHECKBOX 
 Yes

If yes, provide the following details if MBS funding is to be sought.

· the relevant existing MBS item number(s):

· an explanation of how the proposed medical service differs from the service(s) covered under the existing MBS item(s) AND justification for an application for a new MBS item, based on any differences between the proposed medical service and the item(s) already listed:

 FORMCHECKBOX 
 No

If no, identify any relevant existing MBS item(s) that the proposed medical service would most closely resemble in terms of complexity and time (not necessarily for the management of the same medical condition).



	A31.
	If MBS funding is being sought, nominate the most appropriate location within the MBS to include the proposed medical service (e.g., what Table it would best fit).


	A32.
	Does the proposed medical service currently receive public funding from any other source? (Consider public funding from the States and Territories, other Australian Government programs or other government agencies.)

 FORMCHECKBOX 
 Yes

If yes, describe the source(s).
 FORMCHECKBOX 
 No




	Information about the provider of the medical service

	A33.
	a.
Specify which group(s) of health professionals will provide the proposed medical service.


(Consider a type of allied health practitioner, nurse, general practitioner, specialist, or sub-specialist.)

b.
List relevant professional bodies that represent the identified provider groups in (a).

c.(i)
For an investigative medical service, describe which professional group(s) will order the investigation, interpret the investigation results and utilise the results in subsequent patient management.

OR

c.(ii)
Specify whether the proposed medical service could be delegated/referred to another health professional for delivery, e.g., a nurse, sonographer or other technician.

d.
Nominate at least two experts who could be approached during the PASC consultation period and who would be knowledgeable about the clinical context of the intended application:


Name of expert 1:


Telephone number(s):


Email address:


CV (attach the expert’s CV to this completed form)


Name of expert 2:


Telephone number(s):


Email address:


CV (attach the expert’s CV to this completed form)



	A34.
	Indicate the proposed setting in which the proposed medical service will be delivered.

(Tick all boxes that apply; if more than one box is ticked, provide an explanation.)

 FORMCHECKBOX 
 inpatient private hospital

 FORMCHECKBOX 
 inpatient public hospital

 FORMCHECKBOX 
 outpatient clinic

 FORMCHECKBOX 
 emergency department

 FORMCHECKBOX 
 consulting rooms

 FORMCHECKBOX 
 day surgery centre

 FORMCHECKBOX 
 residential aged care facility

 FORMCHECKBOX 
 patient’s home

 FORMCHECKBOX 
 laboratory

 FORMCHECKBOX 
 other (specify)

Where the proposed medical service will be provided in more than one setting, describe the rationale related to each.



	A35.
	Is there any difference between the identified providers and/or setting for the proposed medical service versus those for its nominated comparator(s)? If yes, describe the difference(s).



	Information about any regulatory requirements

	Therapeutic goods used in the provision of the medical service for which an application is made for appraisal by MSAC such as medical devices, diagnostic kits or pharmaceutical products; require assessment by the Therapeutic Goods Administration (TGA) before they can be marketed in Australia. 

Approval for in vitro diagnostic kits supplied before 1 July 2010 or pharmaceutical products may be based on a full evaluation and registration in which case the therapeutic good should have an ‘Aust R’ (Australian Registration) number. There may also be a relevant TGA evaluation report or Minutes of the expert advisory committee meeting during which the product was considered. Alternatively, the product may have an ‘Aust L’ (Australian Listing) number, in which case a detailed evaluation of efficacy and safety may not have been performed. 

For medical devices including in vitro diagnostic kits supplied after 1 July 2010, the extent of TGA assessment will depend on the risk classification of the device, the type of product and the existence of certification from an equivalent overseas body. Medical devices will have an “inclusion” number on the Australian Register of Therapeutic Goods (ARTG).

Note: If the medical device or in vitro diagnostic or pharmaceutical product or other type of therapeutic good is not listed, registered, included on the ARTG, or in the process of being listed, registered or included by TGA; a submission-based assessment (after PASC finalised a DAP) will not be eligible for consideration by MSAC. Where TGA approval is necessary, this will need to be completed before MSAC can complete its own appraisal of the corresponding medical service.



	A36.
	Does the proposed medical service involve the use of a medical device, in-vitro diagnostic test, pharmaceutical product, radioactive tracer or any other type of therapeutic good?

 FORMCHECKBOX 
 Yes

If yes, specify:

· Type of therapeutic good:

· Manufacturer’s name:

· Sponsor’s name:

 FORMCHECKBOX 
 No (go to Part Aii)



	A37.
	Is the therapeutic good to be used in the proposed medical service exempt from the regulatory requirements of the Therapeutic Goods Act 1989?

 FORMCHECKBOX 
 Yes

If yes, provide supporting documentation.

 FORMCHECKBOX 
 No

If no, has it been listed or registered or included on the ARTG by TGA?

 FORMCHECKBOX 
 Yes

If yes, which one?

 FORMCHECKBOX 
 No



	A38.
	If the therapeutic good to be used in the proposed medical service has been listed or registered or included on the ARTG, provide the following details.

· The ARTG listing or registration or inclusion number:

· If applicable, TGA-approved indication(s) or intended purpose(s):

Attach a copy of the ARTG certificate to this completed form.



	A39.
	If it has not been listed, registered or included on the ARTG, is the therapeutic good in the process of being considered for listing or registration or inclusion by the TGA?

 FORMCHECKBOX 
 Yes

If yes, provide the following details.

· The date of submission to TGA:

· The estimated date by which TGA approval can be expected:

· The TGA Application ID (e.g., DV-2010-DA-15607-9):
· If applicable, the requested indication(s) or intended purpose(s):

 FORMCHECKBOX 
 No



	A40.
	If it is not in the process of being considered for listing or registration or inclusion by the TGA, is an application to the TGA being prepared?

 FORMCHECKBOX 
 Yes

If yes, provide the following details.

· The estimated date of submission to TGA:

· If applicable, the proposed indication(s) or intended purpose(s):

 FORMCHECKBOX 
 No




Pre-assessment documentation to initiate an application to MSAC for

public funding of a proposed medical service

Part Aii: Fees Information for Initial Meeting Form

This part is applicable if the application for public funding of the proposed medical service is sought through the Medicare Benefits Schedule (MBS).

Background

A new process for setting MBS fees has been developed. This process uses a methodology based on input information to provide a fee output that reflects the typical time and cost of a service. In order to determine the appropriate MBS fee, a significant amount of information is required. The inputs required for use in this new fee setting methodology are annual indirect costs, which are the costs of having a practice that cannot be directly related to a specific medical service (i.e., rent or administrative staff), direct practice costs, which are the costs that can be directly related to a specific medical service (i.e., consumables or major capital) and professional costs, which is the payment for the direct work of a health professional on a medical service.

	Indicative cost information

	A41.
	Specify how long the proposed medical service typically takes to perform.

What direct costs are associated with providing the proposed medical service?

What are the annual indirect costs of running a practice that provides the proposed medical service, excluding these direct costs?

Further information will be sought about costs further along in the application process.

In addition to the inputs for the proposed medical service, information will be considered further along in the application process for all items ‘owned’ by the Specialty group(s) that will be responsible for most provisions of the proposed medical service. This information will include the typical time it takes to perform each medical service and their direct costs.

Medical service ownership is intended to reflect the concept that different Specialty groups provide different types of medical services, that is medical services that the Specialty group frequently provides and other Specialty groups do not generally access. As far as possible, it is intended to use the concept of medical service ownership to ensure any fee recommendations are in line with the existing MBS fees for medical services provided by the Specialty group. However, other medical services a Specialty group provides significant numbers of may also be taken into account.

Upon receiving a completed Part Aii: Fees Information for Initial Meeting Form, the Department will recognise the Specialty group(s) that will be responsible for most provisions of the proposed medical service item as well as those items which the Department considers the Specialty group ‘owns’. The ‘owned’ items of the Specialty group will be discussed at the initial meeting with the applicant and then form the basis of the customised Dii form to be provided by the Department after the initial meeting.




Checklist for Part A

	Additional information to be attached to a completed Part A as applicable
	Attached

	Evidence of listing on the Register of Lobbyists (A9)
	

	CV Expert 1(A33)
	

	CV Expert 2 (A33)
	

	Copy of ARTG certificate (A38)
	



Pre-assessment documentation to initiate an application to MSAC for

public funding of a proposed medical service

Part B: Eligibility Form

Background

The Department of Health and Ageing determines the eligibility of an application proposed for consideration by the Medical Service Advisory Committee (MSAC) by ensuring that five essential criteria are met.

1. The proposed medical service is a ‘professional service’ as defined by the Health Insurance Act 1973.
· The Health Insurance Act 1973 stipulates that Medicare benefits are payable for certain professional services. A professional service is a clinically relevant service which is listed in the MBS.

· If it is not a professional service, it is not eligible for assessment. Note that not all services related to health care are eligible for funding under Medicare.

· This criterion does not apply to applications for public funding outside the MBS.

2. The professional service is ‘clinically relevant.’
· In other words the proposed medical service is generally accepted in the relevant part of the medical profession (or other health profession as appropriate), as being necessary for the appropriate treatment of the group of patients for whom it is proposed.

· This criterion does not apply to applications for public funding outside the MBS.

3. Every therapeutic good used in providing the proposed medical service (e.g., medical device, in vitro diagnostic test, pharmaceutical product etc), has either been included on the Australian Register of Therapeutic Goods (ARTG) or is in the process of being considered by the Therapeutic Goods Administration (TGA) for inclusion on the ARTG.

· The MSAC Secretariat may need to consult with the TGA.

4. There are no broader policy issues associated with the intended application or its assessment that would preclude MSAC from considering the proposed medical service.

· In assessing the eligibility of the proposed medical service, the MSAC Secretariat may need to consult with other areas within the Department.

Note: This form repeats many of the questions from Part A. The reasoning for this is that at times there is a lengthy delay between the initial meeting and the provision of information to determine eligibility. During this time the information supplied within Part Ai can alter substantially and there is a need for updated and revised information to be supplied. If there has been no change from Part A subsequent to the initial meeting, mark the ‘No change box’. Questions A2 to A16 from Part A are not repeated below. If any information provided in response to these questions needs updating at the time the completed Part B is provided, provide the updated details in an accompanying document.

Note: Provide a response to each question or information request. Indicate “N/A” on the form if a question or information request is not applicable and, if necessary, explain why it is not applicable. Ensure that each alteration to any response previously provided in Part A is clearly communicated.

	Background information

	B1.
	a) Provide the date of the initial meeting held with the MSAC Secretariat for this application.

b) Provide the Application Number.



	Questions and information requests previously included in the MSAC Part A (Initial Meeting) Form.

Review the following set of questions for any changes that have occurred since completing the Part A form and mark accordingly. Cross references are provided for convenience. If no change has occurred since the corresponding part of the Part A form was completed, mark the “No Change” box.

	Information about the proposed medical service

	B2.
	Title of the application with the name of the proposed medical service: (A1)
If the proposed medical service has changed since the Part A form was completed, then provide a revised title and name.

 FORMCHECKBOX 
 No change to the Part A response.



	B3.
	Describe the proposed medical service. (A19)
(Limit this description to no more than 150 words and ensure that it is comprehensible to a person without a scientific or clinical background.)
Note: This revised description will be published on the MSAC website at such time as eligibility is agreed. The Department retains the right to alter the wording provided (but will consult with the applicant prior to any public dissemination). The Department also retains the right to refuse to publish information from the applicant that is considered to be inaccurate or misleading.

If the proposed medical service has changed since the Part A form was completed, then highlight the changes.

 FORMCHECKBOX 
 No change to the Part A response.



	B4.
	Describe the medical condition (or disease) relevant to the proposed medical service. (A20)
(Limit this description to no more than 150 words and ensure that it is comprehensible to a person without a scientific or clinical background.)

Note: This revised description will be published on the MSAC website at such time as eligibility is agreed. The Department retains the right to alter the wording provided (but will consult with the applicant prior to any public dissemination). The Department also retains the right to refuse to publish information from the applicant that is considered to be inaccurate or misleading.

If the relevant medical condition (or disease) has changed since the Part A form was completed, then highlight the changes.

 FORMCHECKBOX 
 No change to the Part A response.



	B5.
	a.
Nominate the appropriate comparator(s) for the proposed medical service. (A22)


(This is usually the most commonly used service currently provided for the medical condition specified. In some cases, “no active intervention” may be appropriate.)

b.
Provide the rationale for the nominated comparator(s).

c.
Specify whether the proposed medical service would be used in addition to, or instead of, the nominated comparator(s).

 FORMCHECKBOX 
 No change to the Part A response.



	B6.
	If the proposed medical service has changed since the Part A form was completed, re-specify it as follows (A23): 

(Tick all boxes that apply; if more than one box is ticked, provide an explanation.) 

 FORMCHECKBOX 

a therapeutic surgical procedure

 FORMCHECKBOX 

a therapeutic non-surgical procedure

 FORMCHECKBOX 

a investigative medical service (e.g., diagnostic, imaging, pathology)

 FORMCHECKBOX 

a consultation medical service 

 FORMCHECKBOX 

an therapeutic medical service associated with a device

 FORMCHECKBOX 

a hybrid health technology

 FORMCHECKBOX 

one of a set of co-dependent medical services

 FORMCHECKBOX 

a medical service involving an allied health service

 FORMCHECKBOX 

other

Explanation if more than one:

If there is a change to the Part A response involving referral from A23 to A24 to A29, provide the relevant additional information.

 FORMCHECKBOX 
 No change to the Part A response.



	Information about any current funding 

	B7.
	Is the proposed medical service or a similar service already covered under an existing MBS item? (A30)
 FORMCHECKBOX 
 Yes

If yes, provide the following details if MBS funding is to be sought:

· the relevant existing MBS item number(s):

· an explanation of how the proposed medical service differs from the service(s) covered under the existing MBS item(s) AND justification for an application for a new MBS item, based on any differences between the proposed medical service and the item(s) already listed:

 FORMCHECKBOX 
 No

If no, identify any relevant existing MBS item(s) that the proposed medical service would most closely resemble.

 FORMCHECKBOX 
 No change to the Part A response.



	B8.
	If MBS funding is being sought, nominate the most appropriate location within the MBS to include the proposed medical service (e.g., what Table it would best fit). (A31)
 FORMCHECKBOX 
 No change to the Part A response.



	B9.
	Does the proposed medical service currently receive public funding from any other source? (A32) (Consider public funding form the States and Territories, other Australian Government programs or other government agencies.)

 FORMCHECKBOX 
 Yes

If yes, describe the source(s).
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 No change to the Part A response.




	Information about the provider of the medical service

	B10.
	Indicate the proposed setting in which the proposed medical service will be delivered. (A34)

(Tick all boxes that apply; if more than one box is ticked, provide an explanation.)

 FORMCHECKBOX 
 inpatient private hospital

 FORMCHECKBOX 
 inpatient public hospital

 FORMCHECKBOX 
 outpatient clinic

 FORMCHECKBOX 
 emergency department

 FORMCHECKBOX 
 consulting rooms

 FORMCHECKBOX 
 day surgery centre

 FORMCHECKBOX 
 residential aged care facility

 FORMCHECKBOX 
 patient’s home

 FORMCHECKBOX 
 laboratory

 FORMCHECKBOX 
 other (specify)

Where the proposed medical service will be provided in more than one setting, describe the rationale related to each.

 FORMCHECKBOX 
 No change to the Part A response.


	B11.
	Is there a difference between the identified setting for the proposed medical service versus the setting for its nominated comparator(s)? If yes, describe the difference(s). (A35)

 FORMCHECKBOX 
 No change to the Part A response.


	Information about any regulatory requirements

	B12.
	Does the proposed medical service involve the use of a medical device, in-vitro diagnostic test, pharmaceutical product, radioactive tracer or any other type of therapeutic good? (A36)

 FORMCHECKBOX 
 Yes 

If yes, specify type:

Manufacturer’s name:

Sponsor’s name:

 FORMCHECKBOX 
 No (go to New Questions)

 FORMCHECKBOX 
 No change to the Part A response.



	B13.
	Is the therapeutic good to be used in the proposed medical service exempt from the regulatory requirements of the Therapeutic Goods Act 1989? (A37)

 FORMCHECKBOX 
 Yes


If yes, provide supporting documentation.

 FORMCHECKBOX 
 No

Has it been listed or registered or included on the ARTG by TGA?

 FORMCHECKBOX 
 Yes


If yes, which one?

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 No change to the Part A response.



	B14.
	If the therapeutic good to be used in the proposed medical service has been listed or registered or included on the ARTG, provide the following details. (A38)

· The ARTG listing or registration or inclusion number:

· If applicable, the TGA-approved indication(s) or intended purpose(s):

Attach a copy of the ARTG certificate to this completed form.

 FORMCHECKBOX 
 No change to the Part A response.



	B15.
	If it has not been listed, registered or included on the ARTG, is the therapeutic good in the process of being considered for listing or registration or inclusion by the TGA? (A39)

 FORMCHECKBOX 
 Yes

If yes, provide the following details.

· The date of submission to TGA:

· The estimated date by which TGA approval can be expected:

· The TGA Application ID (e.g., DV-2010-DA-15607-9):
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 No change to the Part A response.



	B16.
	If it is not in the process of being considered for listing or registration or inclusion by the TGA, is an application to the TGA being prepared? (A40)
 FORMCHECKBOX 
 Yes

If yes, provide the following details.

· The estimated date of submission to TGA:

· If applicable, the proposed indication(s) or intended purpose(s):

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 No change to the Part A response.



	New questions and information requests.

Respond to these in full.

	Information about the proposed population and expected utilisation

	B17.
	Summarise the medical condition (disease) for which the proposed medical service is to be used, including:

· the natural history of the medical condition

· the incidence and prevalence of the medical condition in Australia

· a description of the burden of the medical condition, including estimates of the impact it has on morbidity and premature mortality

· the impact of the medical condition on the individual and on the community.

(The sources of information used for the summary might include standard medical texts, statistics from the Australian Institute of Health and Welfare or field surveys. In estimating the impact of a condition on the individual, it may be appropriate to obtain expert opinion from patient support groups or specialists in the area.)



	B18.
	Specify any characteristics of defining patients with the medical condition who are proposed to be eligible for the proposed medical service, thus suggesting a possible restriction in defining the proposed eligible population.

(It is unusual for one service type to be used in all patients with a particular medical condition, so it is usual to identify the factors that should be considered in selecting patients for the proposed medical service. To do this, it may help to refer to relevant clinical studies recruiting a particular group of patients, or use of the proposed medical service as an adjunct to another service. Consider patient characteristics such as: age, sex, disease severity, progression of disease, stage of the condition, co-morbidity, and results of earlier investigations and/or responses following prior therapy to distinguish between first-line intervention and a subsequent line of intervention. Consider circumstances such as referral from primary care to other healthcare settings and limitation to delivery of the proposed medical service in a particular setting and/or by a particular provider.)

Provide any other details about the population which may assist the Department in assessing the eligibility of the application (e.g., particular locations for the delivery of the proposed medical service).



	B19.
	Provide ballpark estimates in relation to:

· the likely number of patients who would utilise the proposed medical service for the first fully funded provisional year:

· the annual growth rate of this population:

(Adopt an epidemiological approach to generate this estimate, i.e., an approach based on the incidence and prevalence of the medical condition for which the proposed medical service would be used. If the proposed medical service is to be used in the management of an acute condition, estimates of the annual incidence may be the most useful basis for this information. If it is to be used in the management of a chronic condition, the prevalence of the condition should also be considered. Also consider any backlog of untreated patients in the early years of initial funding.)

· the likely annual utilisation per patient:

· whether this utilisation may change over time:

(Consider repeat investigations/treatments per patient per year.)



	B20.
	If the response to B5 is that the proposed medical service would be used instead of the nominated comparator: compare the estimated extent of use of the proposed medical service with the current extent of use of the medical service to be substituted.




	Information about the clinical claim for the proposed medical service

	B21.
	Professional bodies’ support for the proposed professional service

To this completed form, attach a letter from each appropriate professional body representing the identified group(s) of health professionals nominated as providing the proposed medical service in response to A33. Each letter should affirm that the relevant medical or other relevant healthcare profession regards the proposed medical service as being necessary for the appropriate treatment of the group of patients for whom it is proposed.

(Comments from any group of professionals should focus on the clinical relevance of the proposed medical service which is being supported.)

List each professional body from which a supporting letter is attached.



	B22.
	a.
Specify the proposed clinical claim for the proposed medical service in terms of its consequences for the health of the proposed patients who would receive it.

(For a therapeutic medical service which has a direct impact on improving health outcomes, consider comparative safety and comparative effectiveness. For an investigative medical service which has only an indirect impact on improving health outcomes, consider comparative safety, comparative analytical validity, comparative clinical validity and comparative clinical utility. Do not provide supporting evidence for this claim.)

b.
Describe the nature of the expected health gain for an individual in the target population as a consequence (directly or indirectly) of receiving the proposed medical service:

(Do not provide supporting evidence for this description.)
c.
With reference to the responses to A21, A35, B11 and B18, indicate whether any of the differences in positioning use of the proposed medical service in relation to current clinical management of the proposed patients are intended to achieve or enhance the proposed clinical claim. If so, describe the intention, and explain how it is expected to be realised.




	Simple clinical flow chart

	B23.
	Provide a simple flow chart to illustrate the main differences in between clinical management with the proposed medical service and clinical management with the comparator nominated in response to B5.

(Attach additional pages if necessary.)





Checklist for Part B

	Additional information to be attached to a completed Part B as applicable
	Attached

	ARTG Certificate if not previously supplied (B14)
	

	Professional Bodies’ letters of support (B21)
	

	Simple clinical flow chart (B23)
	


Pre-assessment documentation to initiate an application to MSAC for

public funding of a proposed medical service
Part C: Information requests to be addressed

to propose a Decision Analytic Protocol

The protocol defines the question(s) or decision option(s) for public funding.
Background

Completing this form generates a proposed Decision Analytical Protocol (DAP) for consideration by the Protocol Advisory Sub-Committee (PASC).

Note: This form repeats some of the questions from Part B. The reasoning for this is that at times there is a lengthy delay between the consideration of eligibility and the provision of information for consideration by PASC. During this time the information supplied within Part Bi can alter substantially and there is a need for updated and revised information to be supplied. Cross references are provided for convenience. If there has been no change from Part B subsequent to the consideration of eligibility, mark the ‘No change box’. Questions A2 to A16 from Part A are also not repeated below. If any information provided in response to these questions needs updating at the time the completed Part C is provided, provide the updated details in an accompanying document.

Note: Provide a response to each information request. Indicate “N/A” on the form if an information request is not applicable and, if necessary, explain why it is not applicable. Ensure that each alteration to any response previously provided in Part B is clearly communicated.

	Purpose of the Decision Analytical Protocol (DAP)

	C1. 
	Provide the title of the application (B2), and summarise the medical condition the proposed medical service is used to manage (B4).

 FORMCHECKBOX 
 No change to the Part B response.

Provide a summary explanation of the purpose of the proposed application to MSAC. Indicate whether the proposed application will seek public funding for a new medical service or an extension to existing public funding arrangements of a current medical service (B7, B9).

 FORMCHECKBOX 
 No change to the Part B response.

	C2. 
	Nominate any additions to the contact list of suggested experts to be consulted during the PASC consultation period and who would be knowledgeable about the context of the proposed medical service and current clinical management of intended patients (A33).

 FORMCHECKBOX 
 No change to the Part A response.


	Background

	C3. 
	Provide details of any existing arrangements under which the proposed medical service is provided to patients, e.g., discuss availability of the proposed medical service in public hospitals and in private hospitals, on the MBS (see B7), in the research setting, discuss whether reimbursed under private health insurance, discuss whether currently used through self-pay, or specify that the medical service is currently not publicly funded in either the private or public setting (see B9). If listed on the MBS (including as an interim funded item), specify the MBS listing as shown in the table below. If interim funded, also provide dates of past and scheduled reviews. Where there has been any previous MSAC consideration of the proposed medical service, summarise the outcome of that consideration, justify the proposed reconsideration and summarise the key differences between the previous application and the proposed re-application to MSAC. Discuss any other relevant background, e.g., if part of a co-dependent health technology package (see B6).

Current MBS item descriptor for [proposed medical service]

Category [category number] – [category description]

MBS [item number]

[Item descriptor]

Fee: $[fee]

[Relevant explanatory notes]

(Insert the correct details in place of the text in each of the [square brackets] above.)

If currently listed on the MBS, provide details of the utilisation of the proposed medical service and discuss any relationship for its utilisation according to the proposed extended use.

	STEP 1: Intervention with the proposed medical service

	C4. 
	Describe the proposed medical service in more detail (B3 and B6).

 FORMCHECKBOX 
 No change to the Part B response.

	C5. 
	If the proposed medical service is for investigative purposes, describe the technical specification of the health technology and any “gold” standard that has been established.

	C6. 
	Indicate whether the proposed medical service includes a specific trademarked health technology with characteristics that distinguish it from any other similar health technology.

	C7. 
	Describe how the proposed medical service is delivered in the clinical setting. Describe its proposed use (e.g., dose of radiation, frequency of administration, duration, process for administration of a diagnostic test). 

	C8. 
	Estimate the number of times the proposed medical service would be delivered to a patient per year and over how many years it would be needed per patient (e.g., whether it is a once-off or lifetime delivery). Take into account any need to repeat the proposed medical service in particular circumstances, e.g., in the event of an inadequate sample for a pathology test, failure of first delivery of the medical service.

	C9. 
	If applicable, specify any proposed limitations for funding purposes on the dose or quantity of the proposed medical service delivered to the patient or on the duration or frequency of delivery of the proposed medical service. 

	C10. 
	If applicable, specify any proposed limitations for funding purposes on who might deliver the proposed medical service (e.g., gastroenterologists / cardiologists) or who might provide a referral for it. Include details of any required qualifications, training, and accreditation of the referrer/provider.

If applicable, describe the training that would be needed to acquire any proposed necessary credentials, any eligibility limitations about who could do the training, the duration and costs of training, and whether training would be one off or whether accreditation would need to be demonstrated periodically (e.g., by certification of continuing medical education / continuing profession development, testing for renewal of a licence).

	C11. 
	If applicable, specify whether the proposed medical service should be funded only if delivered directly by the provider. Alternatively, if for funding purposes it should be delegated/referred for delivery by another health professional, specify the type of health professional receiving the delegation or referral, e.g., a nurse, sonographer or other technician.

	C12. 
	If applicable, identify any required changes for funding purposes in staffing numbers, training, or skill set. Explain the rationale for any changes.

	C13. 
	If applicable, specify any requirements for funding purposes in terms of geography, facilities, access to equipment, or location of delivery of the proposed medical service (e.g., limited to hospital setting generally, limited to a hospital with specific facilities, or to approved laboratories).

	C14. 
	If applicable, identify any access issues to the proposed medical service, e.g., for rural or remote populations.

	C15. 
	If applicable, identify any required changes in capital equipment, and/or issues of location of the medical service or associated health technology (especially if there is a need for proximity to complementary services or access to reagents, e.g., nuclear isotopes).

	C16. 
	If applicable, identify any healthcare resources (medical services or other health technologies) that would need to be delivered at the same time as the proposed medical service. These might include a co-joint surgeon (or other practitioner such as an assistant and/or anaesthetist) medical service. In particular, identify if any of these healthcare resources is proposed to be co-dependent and also to be considered for public funding, Provide details of the role of any other healthcare resource identified.

Discuss any uncertainties.

For specificity, present sufficient details of these identified healthcare resource items as indicated in Table 3 below.

	STEP 2: Population eligible for the proposed medical service

	C17. 
	Extend the response to C1 by defining the patient population(s) that it is proposed would benefit from the use of the proposed medical service in terms of the relevant principal and subsets of the identified medical conditions (diseases).

	C18. 
	Provide details of any proposed criteria in terms of patient characteristics and/or specific circumstances that patients would have to satisfy in order to become eligible for publicly funded access to the proposed medical service (see B18). Criteria could be proposed for continued funded access to the medical service as well as initial access.

Where the eligibility criteria to access a proposed medical service is complex (e.g., where access is to be limited to patients who have failed prior interventions), it will be important that the criteria be unambiguous, verifiable, and adequately justified (e.g., where a requirement for patients to meet some threshold is included within the criteria, it will be important that the selection of that threshold is justifiable from a clinical perspective).

Specify the details of any proposed referral process. 

Note: PASC is likely to consult more widely on criteria proposed to define those who would be eligible for publicly funded access to the proposed medical service.

	C19. 
	Identify any alternative eligible populations and circumstances that PASC may consider as being clinically sensible, but which should be expected to result in important differences in the comparative effectiveness or comparative cost-effectiveness of the proposed medical service. If so, justify the basis for expecting the important differences and nominate, with reasons, the preferred option. Limit the number of these alternative options.

Note: PASC is likely to consult more widely on the consequences for clinical practice of an eventual public funding arrangement which differentiates between these options. PASC is also likely to consult more widely on the basis for expecting that the alternative options would result in important differences in the comparative effectiveness or cost-effectiveness of the proposed medical service.

	C20. 
	Summarise the current clinical pathway up to the point(s) where intervention with the proposed medical service would be appropriate (i.e., define current clinical management before patients would be eligible for the proposed medical service).

Discuss whether there is potential for inappropriate medicalisation of a previously untreated condition.

Identify and discuss any areas of uncertainty or debate in this current clinical pathway (e.g., if there is a discrepancy between best and actual practice).

	C21. 
	If applicable, identify any healthcare resources (medical services or other health technologies) that would vary from current clinical practice in order to identify patients eligible for the proposed medical service.

Discuss any uncertainties.

For specificity, present sufficient details of these identified healthcare resource items as indicated in Table 3 below.


	STEP 3: Proposed public funding option(s) for MSAC consideration

	C22. 
	Based on the information provided in response to Steps 1 and 2, provide details of the proposed arrangements for each public funding option to be considered by MSAC. For each proposed MBS listing, provide details as shown in the following table.

Note: PASC is likely to consult more widely on any proposed MBS item descriptor.
Proposed MBS item descriptor for [proposed medical service]

Category [proposed category number] – [proposed category description]

MBS [item number (Note: this will be assigned by the Department if listed on the MBS)]

[Proposed item descriptor]

Fee: $[Proposed fee]

[Proposed relevant explanatory notes]

(Insert the correct details in place of the text in each of the [square brackets] above.)

	C23. 
	For each MBS listing option to be considered by MSAC, indicate whether the proposed MBS fee is expected to vary across options. If so, indicate the reasons for the variation as part of the information provided in response to D1 to D5.

Estimate the likely market prices for the proposed medical service (preferably as a best estimate within a distribution of estimates).

Provide an explanation for the amount to be charged for any non-MBS medical service or health technology proposed to MSAC for public funding.

Note: PASC is likely to consult more widely on the proposed fee for a proposed new MBS item.

	C24. 
	If the proposed medical service involves a health technology which is subject to TGA approval (see B12 to B16), provide any update as might be necessary.

 FORMCHECKBOX 
 No change to the Part B response.

Provide details of any current indications for which TGA approval has been granted. If these indications are not relevant to the proposed application to MSAC, state the relevant indications for which TGA approval is being or will be sought. Compare the proposed public funding arrangements with the indications sought from or approved by TGA.


	STEP 4: Comparator and clinical claim of the proposed medical service

	C25. 
	Specify whether the proposed medical service is expected to be used mainly:

(i) to replace or substitute for a medical service which is already publicly funded (such that utilisation of the replaced medical service would fall as utilisation of the proposed medical service would increase); or

(ii) in addition to or to augment medical services which are already publicly funded; or

(iii) where no medical service is currently publicly funded (such that it is intended to provide a new intervention for a patient population with no other publicly funded option); or

(iv) in a way that is different to, or a combination of, the above possibilities. For example, a new investigative medical service could be used as a triage to determine who amongst those individuals initially investigated should proceed to receive further investigations. This would both augment and replace some current investigative medical services.

Based on the specification above, nominate the appropriate main comparator (see B5) as:

(i) the publicly funded medical service that would be most replaced by the proposed medical service in practice if it is publicly funded as proposed; or

(ii) the publicly funded medical service used closest to where the proposed medical service would be used in the clinical pathway if it is publicly funded as proposed; or

(iii) the standard management which currently applies in the absence of the proposed medical service if it is not publicly funded as proposed; or

(iv) the publicly funded medical service that would be most affected by the proposed medical service in practice if it is publicly funded as proposed.

Identify the nominated main comparator as precisely as possible, e.g., with reference to an MBS item number and item descriptor.

Although it is simpler to consider a single main comparator, it may be reasonable to nominate more than one comparator. If so, explain the reasons for the multiple nominations.

If there is more than one decision option for MSAC to consider (see C19 and C22), identify any change to the main comparator as identified above and, if so, explain why the comparator would change.

Note: PASC is likely to consult more widely on the nominated comparator(s).

	C26. 
	Summarise the overall clinical claims for the proposed medical service against its main comparator in terms of consequences for health outcomes (see B22), focussing on whether it is superior, noninferior (“no worse than”), or there is a trade-off involved with these claims. For all medical services, consider comparative safety; for therapeutic medical services, consider direct comparative effectiveness; for investigative medical services, consider comparative analytical performance, subsequent changes in clinical management and consequential comparative effectiveness.

(Do not provide supporting evidence for this claim.)

Note: PASC is likely to consult more widely on the overall clinical claims for the proposed medical service against its main comparator.

Note: if the clinical claim is noninferiority, Steps 7 to 9 below are likely to be simpler than for a claim of superiority. This is because there would be less expectation of any other change in clinical management, and more expectation that a cost-minimisation analysis or simple cost-consequence analysis would subsequently be considered in an assessment of evidence.

	C27. 
	If applicable, identify any health care resources (medical services or other health technologies) that are delivered at the same time as the nominated comparator. These might include a co-joint surgeon (or other practitioner such as an assistant and/or anaesthetist) medical service. Provide details of the role of any other healthcare resource identified.

Discuss any uncertainties.

For specificity, present sufficient details of these identified healthcare resource items as indicated in Table 3 below.

	STEP 5: Outcomes potentially affected by publicly funding the proposed intervention

	C28. 
	Identify the nature of the expected changes in health outcomes following public funding of the proposed medical service (quantification of these changes is not needed in this document). This should:

(i) nominate the range of outcomes to be considered in a subsequent assessment of the proposed medical service, such as diagnostic accuracy, health benefits and harms;

(ii) be directly relevant to patients where possible, so note where a subsequent assessment of the proposed medical service would be expected to rely on surrogate or short-term outcomes and/or subsequent changes in clinical management; and

(iii) encompass all outcomes which would result in a change in the use of healthcare resources.

(Do not provide supporting evidence for these expected changes.)

Note: this information is relevant to both a noninferiority claim and a superiority claim in response to C26 above.

	STEP 6: Summary of the primary elements of the decision analysis (PICO or PPICO)

	C29. 
	Based on the information presented in response to Steps 1 to 5 above, complete the appropriate tabulated summary of the preliminary question(s) for public funding. Table 1 should be completed for a proposed therapeutic medical service, i.e., one that is claimed to have a direct favourable effect on health outcomes of the patients who receive it. Table 2 should be completed for a proposed investigative medical service, i.e., one that is claimed to have an indirect favourable effect on health outcomes by generating information about the patients who receive it (e.g., a test or imaging technology) and thus subsequent better management of a therapeutic intervention.

If there is more than one decision option for MSAC to consider (see C19 and C22), either present separate tables, or highlight the differences within the table.

	Table 1: PICO criteria and decision option(s) for therapeutic medical service only

	Population

Intervention

Comparator

Outcome claims

Primary question for public funding

What is the safety, effectiveness, and cost-effectiveness of [the proposed medical service in the proposed eligible patients and circumstances of public funding] compared with [current practice involving the comparator]?

Possible secondary questions (from response to C19 and C22 above)
What basis is there to expect that there might be important differences in comparative effectiveness and/or comparative cost-effectiveness in different eligible patients or circumstances?

What is the safety, effectiveness, and cost-effectiveness of [the proposed medical service in the alternative eligible patients and/or circumstances of public funding] compared with [current practice involving the comparator]? 

(Insert the correct details in place of the text in each of the [square brackets] above.)


	Table 2: PPICO criteria and decision option(s) for investigative medical service only

	PASC is likely to consult more widely on the completed P(P)ICO table.

Population

Prior tests

Intervention

Comparator

Reference standard

Outcome claims

Primary question for public funding

What is the safety, effectiveness, and cost-effectiveness of [the proposed medical service in the proposed eligible patients and circumstances of public funding] compared with [current practice involving the comparator]?

Possible secondary questions (from response to C19 and C22 above)
What basis is there to expect that there might be important differences in comparative effectiveness and/or comparative cost-effectiveness in different eligible patients or circumstances?

What is the safety, effectiveness, and cost-effectiveness of [the proposed medical service in the alternative option of eligible patients and/or circumstances of public funding] compared with [current practice involving the corresponding comparator]?

(Insert the correct details in place of the text in each of the [square brackets] above.)




	STEP 7: Clinical management algorithm subsequent to the comparator

 and identification of healthcare resources provided

	C30. 
	Provide a clinical management algorithm explaining the approach to current management of the eligible population(s) in the absence of public funding for the proposed medical service as proposed. Compared with C20, this algorithm should start from the point(s) where intervention with the proposed medical service would be appropriate (i.e., to define current clinical management after patients would be eligible for the proposed medical service). Focus on patterns of clinical management which are expected to change as a consequence of publicly funding the proposed medical service as proposed (see Step 8, below).

Supplement this summary with a flowchart depicting this current clinical management algorithm.

Identify and discuss any areas of uncertainty or debate in this current clinical management algorithm (e.g., if there is a discrepancy between best and actual practice). In addition, more than one clinical management algorithm might be presented if there is more than one comparator identified in Step 4 which differs across any decision option to be considered by MSAC as presented in response to C19 and C22 (e.g., a different current clinical management algorithm may need to be specified for each difference in the eligible population or circumstance of public funding of the proposed medical service).

Note: PASC is likely to consult more widely on the current clinical management algorithm(s).

	C31. 
	Identify the healthcare resources included in this current clinical management algorithm and present sufficient details of these as indicated in Table 3 below. Focus on healthcare resources which are expected to change as a consequence of publicly funding the proposed medical service as proposed (see Step 8, below), either due to differences in outcomes or due to availability of the proposed medical service itself.


	STEP 8: Clinical management algorithm(s) subsequent to the proposed medical service if publicly funded and identification of healthcare resources provided

	C32. 
	Provide a clinical management algorithm explaining the expected approach to management of the eligible population(s) in the presence of public funding for the proposed medical service as proposed. Compared with C20, this algorithm should start from the point(s) where intervention with the proposed medical service would be appropriate (i.e., to define expected clinical management after patients become eligible for the proposed medical service). Focus on patterns of clinical management which are expected to change as a consequence of publicly funding the proposed medical service as proposed (see Step 7, above).

Supplement this summary with a flowchart depicting this expected clinical management algorithm.

Identify and discuss any areas of uncertainty or debate in this expected clinical management algorithm. In particular, more than one clinical management algorithm might be presented if there is more than one decision option to be considered by MSAC as presented in response to C19 and C22 (e.g., a different proposed clinical management algorithm may need to be specified for each difference in the eligible population or circumstance of public funding of the proposed medical service).

If a proposed investigative medical service is proposed to be co-dependent with a therapeutic intervention which is also to be considered for public funding, link the extended clinical management algorithm subsequent to the proposed investigative medical service to the decision option(s) for the corresponding therapeutic intervention. Consider amalgamating the two sets of decision option(s) into a single Decision Analytical Protocol.

Note: PASC is likely to consult more widely on the proposed clinical management algorithm(s).

	C33. 
	Identify the healthcare resources included in each expected clinical management algorithm and present sufficient details of these as indicated in Table 3 below. Focus on healthcare resources which are expected to change as a consequence of publicly funding the proposed medical service as proposed (see Step 7, above), either due to differences in outcomes or due to availability of the proposed medical service itself.


	STEP 9: Structure of the proposed decision analysis/analyses

	C34. 
	Each decision analysis is a comparison of each proposed clinical management algorithm with its corresponding current clinical management algorithm. The decision analysis can be presented more exactly with the use of commercially available decision analysis software. It is based on the information presented in response to Steps 1, 2, 4, 7 and 8 and extends the P(P)ICO presented in Step 6. It should correspond to the simple flow chart provided in response to B23.

Describe (using both words and diagram(s)) the fundamental structure of each decision analysis that captures the nature (but not necessarily the quantification) of consequences for the provision of healthcare resources. Label each decision and probability or transition point in the diagrammatic representation summarising the structure of the decision analysis. In the written description of the decision analysis, include cross-references to the labeled points in the diagram of the decision analysis. Ultimately, the presentation of the structure of the decision analysis should clearly identify how the provision of healthcare resources identified as being important changes across each clinical management algorithm.

For each labeled probability or transition point in a decision analysis, specify the source (e.g., experimental or trial data, observational data such as epidemiological data or utilisation data from Medicare Australia, survey data, or expert opinion) of the associated estimate of the proportion of patients passing through that point. For each point with expert opinion specified as the source, also provide the estimate.

Note: PASC is likely to consult more widely on each estimate that relies solely on expert opinion.

For each decision option, describe the expected consequences of publicly funding the proposed medical service on the corresponding current clinical management algorithm, with particular reference to the material differences between the compared algorithms and in the provision of healthcare resources (e.g., change in positioning of a medical service intervention in terms of lines of therapy; expansion/augmentation of the current management options; identification of patients who would now be treated who would previously not been treated).

If there is more than one decision option, discuss the material differences across the decision options.


Using a format that is consistent with 

	Table 3
, list the healthcare resources whose utilisation is likely to change should the proposed medical service be publicly funded as proposed.

Indicate whether the utilisation of each resource would be affected by providing publicly funded access to the proposed medical service itself or by differences in the results of the proposed and comparator interventions.

It is most important that the two columns highlighted in pink are completed.

It is preferable that the two columns highlighted in green are also completed.

The tabulation of resources should include cross-references to the labeled points in the diagram summarising the structure of the economic evaluation.

The primary types of healthcare resources to consider include:

(i) investigative resources – diagnostic imaging, pathology, etc
(ii) drugs – prescription, OTC, tracers, etc
(iii) professional consultations – GP, specialist, referrals, etc

(iv) hospitalisations including surgical procedures – admitted, hospital-in-the-home, non-admitted episodes, etc

(v) prostheses

(vi) community-based services

· residential care

· allied health

· home nursing

· ambulance.

Wherever any of these resources is funded, identify it with reference to the most specific listing available (e.g., MBS item number, listing in the PBS or Prostheses List, AR-DRG number).

C10 and C11 identify some relevant matters to consider in defining the provider of a resource.

C13, C14 and C15 identify some relevant matters to consider in defining the setting of a resource.

C7, C8 and C9 identify some relevant matters to consider in defining the number of units of resource per relevant time horizon per patient receiving a resource.

Note: PASC is likely to consult more widely on the healthcare resources table.
	


Table 3: List of healthcare resources to be considered in the decision analysis

	
	Provider of resource
	Setting in which resource is provided
	Number of units of resource per relevant time horizon per patient receiving resource
	Source of information of number of units*

	Resources provided to identify the eligible population that would vary from current clinical practice (from Step 2, e.g., diagnostic and other investigative medical services, prior therapeutic interventions). Identify variations where these may vary across different decision options.

	· Resource 1
	
	
	
	

	· Resource 2, etc
	
	
	
	

	

	Resources provided in association with the proposed medical service to deliver the proposed intervention (from Step 1, e.g., pre-treatments, co-administered interventions). Identify variations where these may vary across different decision options.

	· Resource 1
	
	
	
	

	· Resource 2, etc
	
	
	
	

	

	Resources provided to deliver the comparator to deliver the current intervention (from Step 4, e.g., pre-treatments, co-administered interventions). Identify variations where there may be more than one comparator or where these may vary across different decision options.

	· Resource 1 
	
	
	
	

	· Resource 2, etc
	
	
	
	

	

	Resources provided following the proposed intervention with the proposed medical service (from Step 8, e.g., resources used to monitor or in follow-up, resources used in management of adverse events, resources used for treatment of down-stream conditions conditioned on the results of the proposed intervention). Identify variations where these may vary across different decision options.

	· Resource 1
	
	
	
	

	· Resource 2, etc
	
	
	
	

	

	Resources provided following the comparator to deliver the current intervention (from Step 7, e.g., resources used to monitor or in follow-up, resources used in management of adverse events, resources used for treatment of down-stream conditions conditioned on the results of the proposed intervention). Identify variations where there may be more than one comparator or where these may vary across different decision options.

	· Resource 1
	
	
	
	

	· Resource 2, etc
	
	
	
	


* Possible sources include experimental or trial data, observational data such as epidemiological data or utilisation data from Medicare Australia, survey data, expert opinion.

Pre-assessment documentation to initiate an application to MSAC for

 public funding of a proposed medical service

Part Di: Detailed Fee Information Request Form

This part is applicable if the application for public funding of the proposed medical service is sought through the Medicare Benefits Schedule (MBS).

Background

This form seeks information on the indicative fee for the proposed medical service and the inputs and cost components of this service. This fee is published in the MBS and is known as the MBS fee or Schedule fee. It is intended that this information will be used in the input-based MBS fee setting process. This form should be completed and lodged together with an additional customised Dii form to be provided by the Department to each applicant after the initial meeting (see further information at the end of this form).

The input-based MBS fee setting process will:

· provide a consistent, transparent and reviewable approach to setting MBS fees;

· allow practice and professional elements of a service to be considered and explicitly reflected;

· be as clear and simple as possible, but allow for differences in individual services to be taken into account;

· provide results which are in line with existing MBS fees for other medical services provided by the relevant Specialty group(s); and

· be time-based.

Service times and costs will be based on the typical time required for a competent, reasonably experienced, health professional to complete the service while operating in a reasonably efficient full-time practice.

Outline of inputs required

The fee setting process is intended to move the MBS toward making explicit the components of MBS fees for new services included on the MBS. 

The Department’s view is that MBS fees currently include a professional component (reflecting the service provider’s time) and a practice component (reflecting the physical costs of providing services). An input-based MBS fee should make these components explicit.

The professional component of the calculation is intended to provide payment for the direct work of a provider on a service. A professional cost is therefore proposed to be principally based on the typical time a provider spends on delivering a given type of service.

The practice cost component of the assessment is intended to reflect the direct and indirect costs of providing the service.

The direct practice costs are considered to be any costs (excluding professional costs) which can be directly linked to providing a particular occasion of service to a patient.

The indirect practice costs are the approximate annual costs of a reasonably efficient full time practice, excluding direct practice costs and professional costs.

This form requests information on each of these inputs for the proposed medical service.

Note: Provide a response to each question or information request. Indicate “N/A” on the form if a question or information request is not applicable and, if necessary, explain why it is not applicable.

	STEP 1: Professional component

	D1.
	Provide information on the time taken for the provider to administer the proposed medical service. Time relates to the total typical time it takes to complete the service, in hours and minutes. Estimate the typical time, including variation around these estimates. Where possible, provide evidence that supports time estimates, such as de-identified case notes or a measured survey.

(This component only measures the time directly spent on the proposed medical service by the provider. It should not include time spent on the service by those assisting the provider. That information will be collected as part of the direct practice cost in Step 3 below.)

Each service consists of three parts: a pre-service component, an intra-service component and a post-service component.

Pre-service time is the time taken for the provider to prepare for the service. This includes reviewing the chart or test results prior to a consultation or visit, or time spent preparing the patient for the procedure on the day of surgery.

Intra-service time is the time during which the service or procedure is actually being performed by the provider. For procedures, this is the time in which the proceduralist is in direct contact with the patient in the procedure room. For consultations, this is the face-to-face time with the patient.

Post-service, including typical after care, is the time the provider takes to complete the service. This includes the time spent dictating consultation reports, the time spent with the patient in the recovery room or in discussion with relatives, or the time spent on the service after cessation of face-to-face contact.
a.
Typical time taken to perform the pre-service component of the proposed medical service (hours and minutes):

b.
Explain what activities are included in the pre-service components

c.
Typical time taken to perform the intra-service component of the proposed medical service (hours and minutes):

d.
Explain what activities are included in the intra-service components

e.
Typical time taken to perform the post-service component of the proposed medical service (hours and minutes):

f.
Explain what activities are included in the post-service components

Total typical time for the proposed medical service (hours and minutes):



	D2.
	In some exceptional circumstances, an MBS fee set on the basis of time taken to complete the service does not adequately reflect the complexity of the proposed medical service. If the proposed medical service, in comparison to other services provided by the Specialty group, is more or less complicated, clearly document and justify the rationale. If possible, provide objective evidence to support statements.



	Practice costs

This section seeks information on any practice costs associated with the proposed medical service. Practice costs are viewed as the functions involved in running a practice, including both direct and indirect costs. Direct costs may include consumables, equipment, or any assistance required (e.g., a nurse) that might be directly used when providing this service. Indirect costs are the general costs incurred in operating and maintaining a practice, including costs such as rent, communications, and administrative or reception staff.

	STEP 2: Characteristics of practice

	D3.
	Provide information on the characteristics of a typical practice providing the proposed medical service. That is:

· typical opening hours:

· number of weeks per year the practice operates:

· the number of full-time equivalent specialists that work in the practice:

· other:

If possible, provide objective evidence to support statements.




	STEP 3: Direct practice cost

	D4.
	Specify any direct practice cost components of the proposed medical service identified below, provide a cost estimate for each component and then aggregate these estimates as much as possible. If possible, provide objective evidence to support statements and estimates.
Direct costs are those associated with resources directly used in providing the proposed medical service and can be clearly identified as such. Examples of categories which direct costs may cover include:

· the staff (other than the provider) associated with the direct delivery of the service

· the equipment specifically needed to deliver the service

· the consumables used directly in the provision of the service.

Exercise judgement to provide as much detail as is considered appropriate on whatever elements are considered to contribute to direct costs. Supporting information should be supplied to substantiate the nominated costs.

a.
What is the staff component of the direct costs (hourly rate and time typically taken)?

b.
What is the consumable component of the direct costs (cost of consumables used when the proposed medical service is typically provided)?

c.
What is the equipment component of the direct costs (annual cost of each piece of equipment used and the other MBS items for which it is also used)?


The guidelines for identifying an equipment cost are that the piece of equipment actually performs the function the proposed MBS item is describing and can be directly linked to the provision of that service. Examples of equipment may be:

· MRI equipment

· ultrasound equipment

· ECG equipment

· auto refractor.

Exercise judgement to provide as much detail as is considered appropriate on whatever elements are considered to be equipment costs.


Also provide information about upkeep, including maintenance and upgrades typically completed over a year during the working life of the equipment.

d.
What are other components of the direct cost in delivering this service?

Total direct practice costs (separated into per service and annual costs as necessary):




	STEP 4: Indirect practice cost

	D5.
	Specify any annual indirect practice cost components of the proposed medical service identified below, provide a cost estimate for each component and then aggregate these estimates. If possible, provide objective evidence to support statements and estimates.
Annual indirect practice costs are to be based on the annual operating costs of a full-time reasonably efficient practice within the Specialty group. They include such annual costs as rent, cleaning, communications and administrative staff. An example list of costs is found below. This list is not definitive, but provides a prompt for possible areas of consideration. Include supporting information to substantiate the nominated costs.

The concept of a Reasonably Efficient Practice is intended to reflect that the annual indirect practice cost component applies to a practice which has neither the greatest nor least costs within a Specialty group. In establishing reasonable efficiency, consideration needs to be given to the practice structures that exist commonly in Australia (for example, in terms of rooms, number of providers in a practice, staffing and other costs) for the Specialty group.

· Wages and staff costs

· salary and wages

· superannuation

· long service leave

· workers compensation insurance

· training

· other

· Occupancy costs

· rent

· security

· cleaning, laundry and waste disposal

· electricity and gas

· contents and public liability 

· other

· Office expenses

· accountancy

· advertising

· bank charges

· computer software and consumables

· postage, printing and stationary

· repairs and maintenance (including equipment)

· telephones and fax

· other

· Other costs

· professional registration

· other

Total indirect practice costs:




	STEP 5: Other service information

	The additional Dii form will be sent to each applicant after assessment of the information provided in response to the Aii form and the initial meeting. It will include individually tailored questions to request information on the direct costs and typical service time for each of the medical services owned by the Specialty group(s) that will be responsible for most provisions of the proposed medical service. If not already included as an owned medical service, this type of information may also be requested on other medical services that the Specialty group regularly provides that are considered to be appropriate comparators for the proposed medical service.

Service ownership is intended to reflect the concept that different Specialty groups provide different types of medical services, that is medical services that the Specialty group frequently provides and other Specialty groups do not generally access. As far as possible, it is intended to use the concept of service ownership to ensure any fee recommendations are in line with the existing MBS fees for medical services provided by the Specialty group.

The Di and Dii forms should be completed and lodged together.
























































































� The current approach guiding the most appropriate HTA assessment pathway for a hybrid health technology is usually to assess it according to the classification established by the Therapeutic Goods Administration (TGA) in assessing it for inclusion on the Australian Register of Therapeutic Goods (ARTG).
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