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Application Form for New Health Technology 
Introduction
The South Australian Policy Advisory Committee on Technology (SAPACT) is the statewide multi-disciplinary expert advisory committee of the South Australian Department for Health and Wellbeing, providing state-wide governance, policy advice and evidence-based analysis regarding the safe, clinically and cost effective use of new and emerging health technologies
Clinicians, clinical networks and other statewide groups (as relevant) are to discuss with your LHN New Technology Committee or SAPACT in the first instance to determine whether the new technology meets the LHN or SAPACT criteria for evaluation.

SAPACT evaluates technologies which are:
(1) high-costa, where predicted expenditure is ≥$100,000 for a LHN per year or ≥$300,000 within SA Health per year; (2) high-riskb technology is classified as Therapeutic Goods Administration (TGA) Class III or Active Implantable Medical Device (AIMD), regardless of anticipated expenditure associated with use and/or (3) have statewide service planning implications.
For technologies which meet SAPACT criteria, please complete this SAPACT Application Form and attach relevant clinical evidence, costing data and other documents for decision-making. To reduce duplication, applications already completed on the LHN New Technology Committee Form will be accepted for SAPACT’s consideration. Please submit completed endorsed application to Health.SAPACT@sa.gov.au and contact the Manager, HTA Program if you have any queries.
Table 1 Application details
	Application details
	

	Applicant
	<<LHN, Clinical Network, other SA Health Committee>>

	Principle contact officer
	

	Secondary contact officer
	

	Additional applicants
	<<LHN, Clinical Network, other SA Health Committee>>

	Supporting committees
	<<Specialty Colleges, SA BME, IMVS, Clinical Networks…>>


1 Stage of the technology development

 FORMCHECKBOX 
Yet to emerge

 FORMCHECKBOX 
Experimental

 FORMCHECKBOX 
Investigational

 FORMCHECKBOX 
Nearly established

 FORMCHECKBOX 
Established

 FORMCHECKBOX 
Established but changed indication or modification of the technique
 FORMCHECKBOX 
Should be taken out of use

Table 2 Guide to stage of technology development based on published literature
	Stage of technology development
	Aim/purpose of studies
	Study types

	Yet to emerge
	Proof of concept study, clinical safety and efficacy
	case report(s) or case series < 5 patients

	Experimental
	Clinical studies aimed at identifying the appropriate patient population for the technology and clinical safety and efficacy within this patient group
	case series

	Investigational
	(1) Comparative studies investigating new technology against existing treatment options;
(2) feasibility studies which assess proof-of-concept in a hospital setting
	(1) observational studies (non-randomised comparative studies, interrupted time series), 
(2) registry-style case series within a hospital setting

	Nearly established
	(1) Comparative studies with large patient numbers evaluating new technology against existing treatment options in a hospital setting;
(2) Registry studies with a long duration of follow-up and large patient numbers (i.e. post-marketing or multi-site registries) in multiple sites assessing long-term safety.
	(1) Randomised controlled trials
(2) Multi-site case series with large patient numbers (registry studies)

	Established
	The above data and studies in addition to hospital and clinical trial data within Australia
	The above studies publishing Australian data

	Established but changed indication or modification of the technique
	This situation happens sometimes for mesh dressings, vascular stents etc.
	

	Should be taken out of use
	This is for research questions where reports are written specifically for disinvestment
	


2 Parameters for consideration

2.1 Patients, Intervention, Comparator, Outcomes criteria

Identification and specification of the patient population, intervention, comparator and outcomes enables consideration of the potential benefit of the health technology as well as an estimation of the impact on clinical practice and resource utilization. Table 3 and Table 4 outline the PICO criteria. For further information on how this information is considered please see ‘Principles for the consideration of health technology for the South Australian Public Health System’ within the SAPACT Terms of Reference.
Table 3 PICO criteria – patient parameters
	Patient parameters
	

	Patient population
	<<Disease, indication, contraindications>>

	Sub-group/indication
	<<Should the intervention only be used in a sub-set of patients? i.e. those who are not candidates for surgery?>>

	Patient selection
	<<Methods used in patient selection>>

	Inclusion criteria
	<<Which patients are included?>>

	Exclusion criteria
	<<Which patients are excluded?>>

	Team members
	<<Diagnostic and treating team members specialty/ies>>


2.2 Clinical need/burden of disease

<<State the: 

1. Morbidity and mortality data for the disease in Australia

2. Estimate the number of patients to be treated by the new technology compared to the existing technology (if available).

3. Current use (including trial patient populations), compared to potential use>>
3 Description of the technology
Table 4 PICO criteria - intervention parameters
	Intervention parameters
	

	Overview of the technology/procedure
	<<briefly describe the technology>>

	Composition of technology
	<<capital, consumables, electrodes etc.>>

	Mechanism of action
	

	Regulatory approval
	<<Therapeutic goods administration, Federal Drug Administration, EMEA, CE mark etc.? Include overseas regulatory approvals with dates>>

	Use/diffusion
	<<is the technology in use and if so where? Is this technology the subject of clinical trials within Australian or overseas?>>


Table 5 Intervention resource considerations

	Intervention resource considerations

	Capital
	<<What capital equipment would need to be purchased?>>

	Consumables
	<<Are there any consumables and if so what?>>

	Theatre time, facility requirements
	<<Outline what use of theatres and facilities is necessary>>

	Staffing resources
	<<clinicians and nurses etc.>>

	Diagnostic utilisation
	<<Will this technology affect the utilisation of diagnostic equipment or services within the model-of-care for this patient population?>>

	AR-DRG code and revenue
	


4 Clinical Comparator/Existing treatment options
Table 6 and Table 7 describe the details of the comparative or existing treatment options. In circumstances where the existing treatment option is not the applicable comparator, provide the details of the existing treatment option as well as the appropriate comparator; as well as outline the rationale for comparator selection. Table 6 and Table 7 can be duplicated in order to provide the details for both.
Table 6 PICO criteria – comparator parameters
	Comparator parameters
	

	Comparator technology/procedure
	<<What is the gold standard treatment for this patient population? Or what are the existing alternatives?>>

	Composition
	

	Mechanism of action
	

	Regulatory approval
	<<Therapeutic goods administration, Federal Drug Administration, EMEA, CE mark etc.?>>

	Use/diffusion
	<<is the technology in use and if so where?>>


Table 7 Comparator resource considerations
	Comparator resource considerations

	Capital
	

	Consumables
	

	Theatre time, facility requirements
	

	Staffing resources
	

	Diagnostic utilisation
	<<Will this technology affect the utilisation of diagnostic equipment or services?>>

	AR-DRG code and revenue
	


5 Outcomes assessment

Table 8 and Table 9 describe the details of the clinical outcomes for the safety and effectiveness of the health technology and procedure. Both tables provide the opportunity to stratify outcomes according to primary and secondary outcomes for both safety and effectiveness.
Table 8 Outcome measures for clinical safety
	Clinical outcome considerations - Safety

	Primary safety outcomes
	

	Secondary safety outcomes
	


Table 9 Outcome measures for clinical effectiveness
	Clinical outcome considerations - Effectiveness

	Primary effectiveness outcomes
	

	Secondary effectiveness outcomes
	


Table 10 describes health service and models-of-care outcomes; with examples including length of hospital stay, re-admission and hospitalisation etc. Table 10 can be adapted in-line with the specifics of each health technology application.
Table 10 Health service and models-of-care outcomes
	Outcome considerations - Health service and models-of-care outcomes

	Hospitalisation and re-admission rates…
	

	Length of stay…
	

	AR-DRG codes and revenue
	


6 Clinical Safety and Effectiveness

6.1 Characteristics of the peer-reviewed literature

A total of x RCTs, x non-randomised comparative, x case series were identified as relevant to this application.

Table 11 Characteristics of the peer-reviewed literature
	Study
	Level of Evidence
	Patient population
	n
	Intervention
	Comparator
	FU (mo)

	Author. 20xx
	RCT, Case series…
	
	
	
	
	


N, number of patients; FU, follow-up duration period; mo, months

Table 12 Study details
	Study
	Treatment
	Primary Effectiveness
	Safety
	Losses to FU

	Author. 20xx
	
	
	
	


FU, follow-up
6.2 Safety

Analysis of published and unpublished trials:

· Was the patient population considered in the trials the same as the intended population for use in South Australia? If not what are the differences and will these positively/negatively or not affect the safety results of the published trial?

· Safety analysis of the intervention compared to the comparator

· Side effects/adverse events

· Clinical benefits/disadvantages

6.3 Effectiveness

Analysis of published and unpublished trials:

· Was the patient population considered in the trials the same as the intended population for use in South Australia? If not what are the differences and will these positively/negatively or not affect the safety results of the published trial?

· Effectiveness analysis of the intervention compared to the comparator

· Clinical benefits/disadvantages of effectiveness including in the context of increased or decreased safety (i.e. overall clinical value and benefits/costs).
7 Social, ethical and equity-of-access considerations
7.1 Social or ethical considerations?

7.2 Cultural or religious considerations?
7.3 Geographical considerations? <<Major metropolitan or rural setting?>>
7.4 If for use in regional or remote areas what additional resources.

8 Training

What additional training or credentialing requirements are involved in the use of this technology?

9 Clinical guidelines

List and attach any relevant clinical practice guidelines for the patient population under evaluation.

10 Received by the Chair of the New Technology and Clinical Procedures/Clinical Innovation Committee or equivalent from the Local Health Network

Signed: …………………………………………………………………………………………
Name (Print):
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Date:

South Australian Policy Advisory Committee on Technology (SAPACT)








For more information


Medicines and Technology Programs


Office of the Chief Pharmacist


SA Health 


PO Box 287, Rundle Mall


ADELAIDE   SA   5000


(08) 8204 1944


� HYPERLINK "mailto:%20health.SAPACT@sa.gov.au" ��Health.SAPACT@sa.gov.au


�© Department for Health and Wellbeing, Government of South Australia. All rights reserved.
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