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Introduction of a New Technology/Clinical Practice (TCP)
Application Form
How to complete this form

Please answer every question 

To complete written answers, insert cursor in grey box and commence typing

To select answer from available options, double click on the appropriate box and select ‘checked’
Submissions
All applications should be submitted electronically to anjali.dhulia@southernhealth.org.au 

For submission deadlines please see Meeting Dates 2011
	SECTION 1: SUMMARY OF INFORMATION

	Title of Technology/Clinical Practice (TCP)
	     

	Program
	     
	Department/Unit
	     

	Principal clinical discipline/service (eg Cardiology, Neurosurgery)
	     

	Reason for Application (check all that apply)

	 FORMCHECKBOX 

	Safety
	 FORMCHECKBOX 

	Effectiveness
	 FORMCHECKBOX 

	Cost effectiveness

	Number of cases planned for proposed TCP
	     

	CONTACT DETAILS

	Lead Contact Person

	Name
	     
	Title
	     
	Position
	     

	Phone
	     
	Fax
	     
	Email
	     

	Referees Details (Please specify two referees from other Victorian health services, interstate or overseas with experience in the proposed TCP for external assessment)

	Referee 1

	Name
	     
	Title
	     
	Position
	     

	Phone
	     
	Fax 
	     
	Email
	     

	Referee 2

	Name
	     
	Title
	     
	Position
	     

	Phone
	     
	Fax 
	     
	Email
	     

	APPLICANT’S SIGNATURES

	Name
	     
	Signature
	     
	Date
	     

	Name
	     
	Signature
	     
	Date
	     

	ENDORSEMENT BY HEAD OF DEPARTMENT/UNIT 

	I support this application and agree to provide Progress Reports to the TCP Committee as required

	Name
	     
	Signature
	     
	Date
	     

	ENDORSEMENT BY PROGRAM DIRECTOR

	Name
	     
	Signature
	     
	Date
	     


Please insert electronic signatures or print this page only, sign and fax to “For TCPC” on 9594 6030
	SECTION 2: OVERVIEW OF TECHNOLOGY/CLINICAL PRACTICE (TCP)

	1. Description of TCP (Provide a brief plain language statement describing the proposed TCP)

	     

	2. Classification of TCP (check appropriate box)

	 FORMCHECKBOX 

	A new TCP                        
	 FORMCHECKBOX 

	Substitute or replacement for an existing TCP

	 FORMCHECKBOX 

	Extended use of an existing TCP
	 FORMCHECKBOX 

	Other (specify)
	     

	3. Category of TCP (check appropriate box)

	 FORMCHECKBOX 

	Prosthesis
	 FORMCHECKBOX 

	Implantable device
	 FORMCHECKBOX 

	Diagnostic technique

	 FORMCHECKBOX 

	Medical procedure
	 FORMCHECKBOX 

	Surgical procedure
	 FORMCHECKBOX 

	High cost pharmaceutical

	 FORMCHECKBOX 

	Other (specify)
	     

	4. Introducing the proposed TCP – collaboration with other health services

	Would the TCP be available to patients referred from other health services?
	 FORMCHECKBOX 
  YES
	 FORMCHECKBOX 
  NO

	5. Clinical Setting (Specify whether the proposed TCP is to be used in the following settings)

	 FORMCHECKBOX 

	Inpatient
	 FORMCHECKBOX 

	Outpatient
	 FORMCHECKBOX 

	Mix of inpatient and outpatients 
	      % inpatients
	      % outpatients

	 FORMCHECKBOX 

	Other (specify)
	     

	6. Use of proposed TCP elsewhere (Describe here the use of the proposed TCP elsewhere, both nationally and internationally)

	     

	7. Coding (Specify relevant DRG, ICD procedural/diagnostic codes and/or other coding classifications)
Please contact Susan Peel in Health Information Services (9594 1382) for correct coding information

	     

	8. Additional information for High Cost Pharmaceuticals

	Is the submission for a High Cost Pharmaceutical?
	 FORMCHECKBOX 
  YES
	 FORMCHECKBOX 
  NO
	If YES please provide the following

	Generic Name
	     
	Trade Name
	     

	Dosage form
	     
	Dosage strength
	     

	Pack/vial/bottle size
	     
	Normal dosage schedule
	     

	Normal duration of treatment
	     

	Restrictions recommended
	     

	Specify line therapy (ie first line, second line, etc)
	     

	9. Additional information for Radiation Safety

	Does this TCP have a radiation source?
	 FORMCHECKBOX 
  YES
	 FORMCHECKBOX 
  NO

	If Yes, does it comply with the Southern Health licensing agreement? 
Please contact the Southern Health Radiation Safety Officer ( 8541 6407) for radiation safety information
	 FORMCHECKBOX 
  YES
	 FORMCHECKBOX 
  NO

	10. Care Continuum / Pathway

	The care continuum represents the patient journey through related episodes of care to treat a specific disease/clinical problem and incorporates the following:

· Care from primary through to quaternary providers

· Care from medical, allied health and nursing personnel

· Inpatient and non inpatient care

· Different types and quanta of care at different stages of the clinical problem

· Various treatment settings

Please detail the care continuum and pathway for the patients proposed to receive the TCP taking into account, but not limited to, the above

	     

	SECTION 3: CLINICAL NEED

	11. Clinical indication/disease/condition

	a. Specify the clinical indication/disease/condition that the proposed TCP will treat

	
     

	b. Provide a brief description of the clinical indication/disease/condition and its clinical progression and prognosis

	
     

	c. Specify whether the clinical indication/disease/condition is severe, progressive and expected to lead to premature death

	     

	d. Provide details concerning the incidence and prevalence of the clinical indication/disease/condition in Australia

	     

	12. Patient population(s)

	a. What are the demographic characteristics of the patient population(s) with the clinical indication/disease/condition (eg age range, median and mean; gender; ethnicity; occupation; socio-economic status)?

	     

	b. What is/are the subgroup(s) of the patient population(s) that will benefit from the proposed TCP?

	     

	c. What factors are taken into account when considering patient selection for use of the proposed TCP?

	     

	d. Specify the number of adult patients who will receive the proposed TCP per annum

	
     

	e. Specify the number of paediatric patients who will receive the proposed TCP per annum

	     

	f. If this number is expected to increase over time and/or have a cumulative component due to ongoing follow-up, please specify the predicted numbers of new and follow-up patients by year for 5 years

	     

	13. Comparison with existing approach(es) to clinical intervention

	a. What existing and approved TCP(s) is/are used for this clinical indication/disease/condition?

	     

	b. Describe how the proposed TCP differs from those in current practice eg 

· Significant clinical advantages over existing treatment
· No worse than existing treatment in terms of effectiveness/toxicity
· Less effective that the existing treatment, but has less toxicity

	     

	14. Opportunities for disinvestment

	a. Identify and detail any anticipated disinvestment opportunities that implementing the new TCP will, or is likely to, have on existing clinical technology or practice. 

	     

	b. How do you plan to measure this impact?

	     

	15. Health outcomes

	a. What are the health outcomes that will be achieved by the proposed TCP?

	     

	b. How will these be measured?

	     

	c. Over what time frame?

	     

	SECTION 4: EVIDENCE OF SAFETY, EFFICACY AND CLINICAL EFFECTIVENESS

The CCE ‘Finding the Evidence’ guide will assist you in completion of this section.

If you require additional assistance contact CCE (9594 7553)

	16. Regulatory approval

	a. Provide documentary evidence of approval and approval date for the proposed TCP for use in Australia for the identified clinical indication(s) by the Therapeutic Goods Administration

	     

	b. If a High Cost Pharmaceutical, please provide the following information

	· Has this been submitted to the Southern Health Therapeutics Committee 

If Yes, please check appropriate box below 
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO

	
	 FORMCHECKBOX 

	Application in progress
	 FORMCHECKBOX 

	Application approved
	 FORMCHECKBOX 

	Application rejected

	· Has manufacturer/distributor sought listing on the PBS (section 85 or section 100), Commonwealth Chemotherapy Pharmaceutical Access Program of Highly Specialised Drugs Program for the identified indication(s)? 

	
	  FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
  NO
	Date 
	     
	If YES, please attach documentary evidence of PBAC recommendations

	· List other indications for this drug that are funded by existing programs

	     

	c. The TCP you are proposing may have already been reviewed and a decision made regarding its use in Australia.  MSAC Health Technology Assessments are available at www.msac.gov.au .  Is there a current MSAC Review available for this TCP?
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO

	
If YES, please provide documentary evidence of the MSAC Recommendations

	
     

	
If NO, is there one currently under review?

	 FORMCHECKBOX 
 YES
	Please contact Dr Claire Harris on 9594 7576 before proceeding
	 FORMCHECKBOX 
 NO
	Move on to Q17

	17. Evidence of safety

	a. Provide evidence of safety associated with the use of the TCP for the proposed indication(s)


(Please provide source/references)

	     

	b. List nature and incidence of side effects, contra-indications, cautions, warnings and adverse effects with use of the TCP for the proposed indication(s) (Please provide source/references)

	     

	c. What are the main differences in the indications, contra-indications, cautions, warnings and adverse effects between the proposed TCP and existing treatments? (Please provide source/references)

	     

	18. Evidence of efficacy and clinical effectiveness

Evidence of efficacy and clinical effectiveness must exist for the proposed TCP. Please summarise the best available evidence, outlining key aspects for clinical effectiveness of the TCP for the defined clinical problem(s). 

Please note: if the TCP is a diagnostic test, you must provide information about the comparative effectiveness against the current gold standard (ie provide information about sensitivity and specificity of the proposed test).

Please complete the Appendix and summarise the evidence in the tables below.  

	19. Clinical guidance/clinical practice guidelines/other 
Specify briefly whether Clinical Guidance, Clinical Practice Guidelines, WHO Classifications or other similar exist for the proposed TCP in the defined clinical problem. 

Please complete the relevant section on guideline searches in the Appendix and summarise below.

	     

	20. Health service assessment

	a. What assessment has occurred within Southern Health for the proposed TCP? You must provide details of any assessment and outcomes.

	     

	b. Please provide details of health service/hospital ethical considerations regarding the proposed TCP.

	     

	SECTION 5: EVIDENCE OF COST EFFECTIVENESS

	21. Evidence of cost effectiveness

Evidence of cost effectiveness should support submissions.  Applicants may wish to report results of their own cost-effectiveness/cost-utility study (usually undertaken alongside a clinical trial) or report results for a model of costs and effectiveness based on data from the published literature.  

Economic evaluations can be identified by searching The Cochrane Library. The CCE ‘Finding the Evidence’ guide will assist you with this. 

	     

	22. Health service assessment of cost effectiveness

	a. What assessment of cost effectiveness has occurred within Southern Health, and by whom or what committee or group, for the proposed TCP?

	     

	b. Please provide documentary details and outcomes.

	     


Evidence Summary 1 – use this table for evidence related to effectiveness of a therapy or the impact of a diagnostic test

	Study
	Level of evidence
	Risk of bias
	Direction of effect
	Size of effect
	Precision or Statistical significance
	Similar patient population
	Similar health systems

	Smith 2007
	I, II, III-1
	Low/med/high
	Favours intervention or favours control 
	Outcome description and point estimate
	95% confidence intervals or p-value
	Yes/No/Unclear
	Yes/No/Unclear

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	Summary
	High quality evidence?
	Consistent, clinically important benefit?
	Applicable to Southern Health?

	Yes/No/Unclear
	     
	     
	     

	Comment


	     
	     
	     


    Evidence Summary 2. – use this table for evidence related to the accuracy of a diagnostic test

	Study
	Level of evidence
	Risk of bias
	Accuracy of new test
	Similar patient population
	Similar health systems

	
	
	
	Sensitivity
	Specificity
	
	

	Smith 2007
	I, II, III-1
	Low/med/high
	%
	%
	Yes/No/Unclear
	Yes/No/Unclear

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	Summary
	High quality evidence?
	Consistent, high accuracy sensitivity and specificity?
	Applicable to Southern Health?

	Yes/No/Unclear
	     
	     
	     

	Comment


	     
	     
	     


	SECTION 6: CLINICAL FEASIBILITY

THIS SECTION TO BE COMPLETED IN CONSULTATION WITH CLINICAL INFORMATION MANAGEMENT

Contact Anthony Gust (9594 4017)

	23. Bed utilisation

	a. Specify whether use of the proposed TCP will require patients to be managed in 

	
	 FORMCHECKBOX 

	Intensive Care
	 FORMCHECKBOX 

	Multi day beds
	 FORMCHECKBOX 

	Same day beds

	b. What is the average length of stay per annum for patients receiving the proposed TCP?
	     

	c. What bed numbers are required per annum?
	     

	d. Will bed utilisation be increased or decreased, and by how much, with the proposed TCP?

	
	 FORMCHECKBOX 

	Increased by
	     
	 FORMCHECKBOX 

	Decreased by
	     

	e. Will this occur within existing capacity? 
	 FORMCHECKBOX 
  YES
	 FORMCHECKBOX 
  NO
	If NO, detail the proposed solution 

	     

	f. How will the introduction of the proposed TCP effect demand management and access to existing elective and emergency patients?

	     

	24. Clinical personnel and expertise

	a. Please specify the type of clinical personnel required to implement the proposed TCP

	     

	b. Detail the existing clinical personnel and expertise available to implement the proposed TCP

	     

	c. Are additional clinical personnel and expertise required to implement the proposed TCP?
	 FORMCHECKBOX 
  YES
	 FORMCHECKBOX 
  NO
	If YES, please specify

	     

	25. Operator competency

	a. Specify what credentialing and competency assurance is needed to ensure safe implementation of the proposed TCP

	     

	b. Has this been undertaken?
	 FORMCHECKBOX 
  YES
	 FORMCHECKBOX 
  NO
	If NO, how and when will this occur?

	     

	26. Associated service utilisation

	a. Specify all other services that will be utilised for the proposed TCP

	
	 FORMCHECKBOX 

	Intensive Care
	 FORMCHECKBOX 

	Operating theatre
	 FORMCHECKBOX 

	Imaging

	
	 FORMCHECKBOX 

	Pathology
	 FORMCHECKBOX 

	Outpatients
	 FORMCHECKBOX 

	Other (specify) 
	     

	b. Are these available within existing capacity?
	 FORMCHECKBOX 
  YES
	 FORMCHECKBOX 
  NO
	If NO, why not?

	     

	c. If additional services are required to implement the proposed TCP please specify what these are and how you propose to source them

Consideration of the following elements should inform the proposed costs for clinical and other services concerning Pre-admission assessment, Inpatient care and Post-discharge care (eg FTE and other associated costs)

	
	Pre-admission assessment
	Inpatient care
	Post-discharge care and follow up

	 FORMCHECKBOX 

	Specialist Medical Practitioner
	     
	     
	     

	 FORMCHECKBOX 

	Allied Health by type
	     
	     
	     

	 FORMCHECKBOX 

	Pharmacy
	     
	     
	     

	 FORMCHECKBOX 

	Theatre (Surg, Anaesth, Other)
	     
	     
	     

	 FORMCHECKBOX 

	Intensive Care
	     
	     
	     

	 FORMCHECKBOX 

	Imaging
	     
	     
	     

	 FORMCHECKBOX 

	Pathology
	     
	     
	     

	 FORMCHECKBOX 

	Special consumables
	     
	     
	     

	 FORMCHECKBOX 

	Dietary supplements
	     
	     
	     

	 FORMCHECKBOX 

	Outpatient services
	     
	     
	     

	 FORMCHECKBOX 

	Organisational overheads
	     
	     
	     

	 FORMCHECKBOX 

	Other
	     
	     
	     

	27. Future service impacts

	a. Are there emerging trends in this TCP that may have substantive future impacts on services?
	 FORMCHECKBOX 
  YES
	 FORMCHECKBOX 
  NO
	If YES, please describe briefly

	     

	28 .Infrastructure Needs 

	a. Is new equipment being used in the introduction of this TCP  
	 FORMCHECKBOX 
  YES
	 FORMCHECKBOX 
  NO

	b. If yes have you checked that the new equipment is compatible with existing infrastructure?
	 FORMCHECKBOX 
  YES
	 FORMCHECKBOX 
  NO

	Please check any infrastructure compatibility issues with Director Health Technology Services Southern Health (85416404)

	SECTION 7: GOVERNANCE

	29. Describe the clinical governance arrangements and processes overseeing the implementation of the TCP

(This submission must demonstrate, where appropriate, that existing appropriate governance structures have considered the proposed TCP eg ethics, research, Therapeutics Committee) 

	     

	30. Patient information sheet
Patient information sheets are a requirement to inform potential recipients prior to their being treated with the proposed TCP

Southern Health has a ‘patient information sheet template’ that will help you to develop patient information
To access the template go to the “What resources are available to help with the technical aspect of the application process” after you click on the hyperlink above.

	a. Is a patient information sheet attached?
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
  NO
	If No, please explain why not      

	b. Have specific risks arising from the proposed TCP been considered and will patients be explicitly informed about these?

	     

	31. Monitoring and Evaluation

	a. Specify how you will monitor the TCP once it is introduced into the clinical setting

	Please comment on each of the following elements that might be considered as part of the monitoring process following the introduction of a TCP within the clinical setting

	Learning curve operator(s)
	     

	Credentialing
	     

	Experience
	     

	Quality Plan
	     

	Stopping rule
	     

	Other
	     

	b. Specify an evaluation protocol for the TCP including performance indicators and defined time points

	     

	

	SECTION 8: ESTIMATED FINANCIAL IMPACT

	SECTION 8.1 EXISTING COSTS FOR CURRENT PRACTICE

THIS SECTION TO BE COMPLETED IN CONSULTATION WITH CLINICAL INFORMATION MANAGEMENT

Contact Anthony Gust (9594 4017)

	32. Existing costs for current practice

To enable CIM to identify the required information please document

· Any specific clinics and/or wards relevant to each setting (Pre-admission assessment, Inpatient care and Post-discharge care)

· Details of any of the following elements relevant to each setting (eg FTE and any other associated costs)

	Specialist Medical Practitioner

Allied Health by type

Pharmacy

Theater (surg, Anaesth, Other)
	Intensive Care

Imaging

Pathology

Special Consumables
	Dietary supplements

Outpatient services

Organisational overheads

Other

	Pre-admission assessment
	Inpatient care
	Post-discharge care and follow up

	     
	     
	     

	Provide details of existing costs for current clinical practice in this patient population

	To be completed by CIM

	33. Existing revenue for current practice

	i. Provide details of revenue and its sources for the care continuum for current clinical practice and treatment in this patient population

	Source
	

	WIES
	To be completed by CIM

	VACS medical
	To be completed by CIM

	VACS allied health
	To be completed by CIM

	Specified grants
	     

	Alternative funding mechanisms eg Highly Specialised Drugs Sect 100
	     

	Other
	     

	SECTION 8.2 PROJECTED COSTS FOR PROPOSED TCP

THIS SECTION TO BE COMPLETED IN CONSULTATION WITH PROGRAM BUSINESS MANAGER

Assistance available from CIM (Anthony Gust 9594 4017) and SH Finance Dept (Basil Ireland 9594 2832)

	34. Projected costs for proposed TCP

	i. If the proposed TCP is a prosthesis, implantable device, high cost pharmaceutical or diagnostic test

	What is the unit cost?
	     
	What is the average number of units administered/used per case?
	     

	ii. Indicate if additional costs are required to implement the TCP not covered by usual revenue sources

	Staffing and salaries (specify each type and number of clinicians by session/hours/FTE as appropriate)

	     

	Administration (staffing and salaries by FTE)

	     

	Staff/salary overheads (provide breakdown)

	     

	As appropriate for (i) Pre-admission assessment, (ii) Inpatient care and (iii) Post-discharge follow-up, for each clinical and other service specify how the costs are derived

	
	Pre-admission assessment
	Inpatient care
	Post-discharge care and follow-up

	Specialist Medical Practitioner
	     
	     
	     

	Allied Health by type
	     
	     
	     

	Pharmacy
	     
	     
	     

	Theater (surg, Anaesth, Other)
	     
	     
	     

	Intensive Care
	     
	     
	     

	Imaging
	     
	     
	     

	Pathology
	     
	     
	     

	Special consumables
	     
	     
	     

	Dietary supplements
	     
	     
	     

	Outpatient services
	     
	     
	     

	Organisational overheads
	     
	     
	     

	Other
	     
	     
	     

	iii. What are the inpatient and outpatients costs per case?

	     

	iv. What is the total cost of the proposed TCP per case?

	     

	v. Specify the source of costing data for each element 

	     

	35. Additional recurrent budget requirement (If applicable detail and justify recurrent budget requirements per case)

	     

	36. One-off establishment costs (If applicable specify type, amount and reasons eg specialist equipment and training) 

	     

	SECTION 9: IMPLEMENTATION OF THE TCP

	37. Implementing the proposed technology/clinical practice 

To inform this process, please provide details of your plan for implementing the TCP, including

	1. Milestones

     

	2. Timeframes
     

	· Management of the implementation (especially if the TCP will be implemented across multiple sites)

     


	SH Strategic Plan
	Quality and Risk Management
	ACHS Function
	Leadership and Management

	Reviewer: 
	Secretariat, Technology/Clinical Practice Committee
	Last review date
	January 2009

	Authoriser
	Chair, Technology/Clinical Practice Committee
	Next review date
	January 2011


This hard copy may not be the latest version of this document.

Please see the Southern Health Policy and Protocol intranet site for current policies, protocols and guidelines.

	SECTION 10: DECLARATION OF POTENTIAL CONFLICT OF INTEREST

	This Declaration is to ensure all potential conflicts of interest are addressed in a rigorous and transparent way that accords with the requirements of the National Health and Medical Research Council Act 1992.

	Title of Technology/Clinical Practice (TCP)
	     

	I hereby declare that: (check whichever is applicable)

	 FORMCHECKBOX 

	I have no interests to declare which may relate to the proposed Technology/Clinical Practice.

	 FORMCHECKBOX 

	I have listed below all interests which I have that may relate to the proposed Technology/Clinical Practice.

	Please provide an explanation of the implications of any conflict of interest and why this application should be accepted regardless

	Category
	Explanation

	 FORMCHECKBOX 

	Paid positions including invited lectures and membership of advisory panels, working groups etc for which honoraria or considerations in kind were received
	     

	 FORMCHECKBOX 

	Shares and other commercial dealings
	     

	 FORMCHECKBOX 

	Financial or other sponsorship of research
	     

	 FORMCHECKBOX 

	Significant subsidies, whether partial or complete, for any travel, accommodation or entertainment
	     

	 FORMCHECKBOX 

	Gifts of any kind (greater than $50 in value)
	     

	 FORMCHECKBOX 

	Any other relevant activity
	     

	Please check both of the statements below to acknowledge and accept the requirements of the Southern Health TCPC 

	 FORMCHECKBOX 

	I acknowledge that I am required to disclose the nature of my interests for the proposed Technology/Clinical Practice at the time of the meeting of the Southern Health TCPC.  If a matter is to be decided before I am able to disclose my interest at the meeting, then I am obliged to disclose the nature of those interests as soon as possible.

	 FORMCHECKBOX 

	I accept that if I acquire an interest that could conflict with the proposed Technology/Clinical Practice during the course of its implementation, I will disclose that by correspondence with the Chair of the Southern Health TCPC as soon as possible after the relevant facts have come to my knowledge.

	APPLICANT’S SIGNATURE

	Name
	     
	Signature
	     
	Date
	     

	Name
	     
	Signature
	     
	Date
	     


Please insert electronic signatures or print this page only, sign and fax to CCE on 9594 7554
	SOUTHERN HEALTH EVALUATION

	Southern Health is piloting this application process. In order to make it as user-friendly as possible we welcome your input. Please provide feedback on any/all of the items below. 

	Content and wording

The questions in this application are taken from the DHS ‘Guidance for Victorian Public Health Services to Establish Technology/Clinical Practice Committees’. These are the minimum recommended by DHS for technology/clinical practice applications. Southern Health has added questions related to conflict of interest.  Southern Health has no control over the DHS recommended questions. However, if you have feedback regarding the content or wording of the application we will communicate your views to DHS

	What worked well? Why?

     

	What didn’t work well? Why?

     

	Should anything else be included? 

     

	Should anything be excluded?

     

	How could DHS improve the content or wording?

     

	Format

The questions have been re-formatted to integrate instructions, requirements and information contained in appendices into the body of the document to assist applicants. Please provide relevant feedback regarding the document format, ease of use, etc. 

	What worked well? Why?

     

	What didn’t work well? Why?

     

	How could we improve the format?

     

	Resources

Was the ‘Searching for the Evidence’ resource guide helpful? Please let us know what you think.

	What worked well? Why?

     

	What didn’t work well? Why?

     

	How could we improve it?

     

	Should we develop similar resources for other aspects of the application? If so, what?

     

	Should we develop similar resources to help you in any other aspects of your work? If so, what?

     

	Assistance 

Was the assistance provided by HIS, CIM, CCE and Finance helpful? Please let us know what you think.

	What worked well? Why?

     

	What didn’t work well? Why?

     

	How could we improve it?

     

	Should we develop similar resources to help you in any other aspects of your work? If so, what?

     

	Other comments

	     


	SECTION 11: APPENDIX

	Please complete the following tables for evidence on the proposed TCP.  Use the CCE ‘Finding the Evidence’ guide to understand how to complete each section. http://www.mihsr.monash.org/cce/pdf/findingevidence.pdf 
For further assistance please contact CCE (9594 7553)


	1. SEARCH

	PICO
	PICO Terms
	Alternative Terms

	Patient/Population
	     
	     

	Intervention/Indicator
	     
	     

	Comparison/Control
	     
	     

	Outcomes
	     
	     

	The Cochrane Library

	AND/OR
	Search Terms
	eg Title, Abstract or Keyword

	
	     
	

	     
	     
	

	     
	     
	

	     
	     
	

	Pubmed Clinical Queries – Search String

	     


	2. SEARCH RESULTS

	Databases 
	Searched Y/N
	No. of items returned
	No. of relevant articles

	Systematic Reviews/HTAs

	MSAC
	
	
	

	The Cochrane Library – Systematic Reviews
	     
	     
	     

	PubMed Clinical Queries – Systematic Reviews
	     
	     
	     

	Other HTA Websites
	     
	     
	     

	Clinical Trials

	The Cochrane Library – Clinical Trials
	     
	     
	     

	PubMed Clinical Queries – Clinical Trials
	     
	     
	     

	Guideline websites 
	Searched Y/N
	No. of relevant guidelines

	National Health and Medical Research Council (NHMRC) 
	     
	     

	National Institute for Health and Clinical Excellence UK (NICE) 
	     
	     

	New Zealand Guideline Group (NZGG) 
	     
	     

	Scottish Intercollegiate Guidelines Network (SIGN) 
	     
	     

	Joanna Briggs Institute 
	     
	     

	Guidelines International Network (CCE will search for you)
	     
	     

	Guidelines Advisory Committee 
	     
	     

	National Guideline Clearinghouse US (NGC) 
	     
	     

	TRIP Database
	     
	     

	Google
	     
	     

	Other
	     
	     


	3. CRITICAL APPRAISAL

	The following templates will assist you in appraising the relevant articles you identified in the above tables.  You will need to copy additional templates if you have more than one publication to appraise.


	Systematic Review

	Reference
	     

	CHARACTERISTICS

	Study Type
	Population (total)
	Setting
	Patients
	Intervention
	Comparison
	Outcomes

	     
	     
	     
	     
	     
	     
	     

	QUALITY

	Questions
	Yes/No
	Explanation

	Did the authors declare any conflicts of interest?

(eg link to the manufacturer/received funding from parties with vested interests)
	     
	     

	Does the study have a focused research question?
	     
	     

	Does the study have specified inclusion/exclusion criteria?
	     
	     

	Does the study document a comprehensive search strategy?
	     
	     

	Were reviewers blind to authors, institutions and affiliations?
	     
	     

	Was the validity of included trials appraised?
	     
	     

	Was the homogeneity between included studies assessed?
	     
	     

	Does the study present a summary of the main results?
	     
	     

	Were the strengths and limitations of included studies discussed?
	     
	     

	Other Comments
	     

	RESULTS

	Effectiveness
	     

	Safety
	     

	Conclusion
	     


	Randomised Control Trial

	Reference
	     

	CHARACTERISTICS

	Study Type
	Population (total)
	Setting
	Patients
	Intervention
	Comparison
	Outcomes

	     
	     
	     
	     
	     
	     
	     

	QUALITY

	Questions
	Yes/No
	Explanation

	Did the authors declare any conflicts of interest?

(eg link to the manufacturer/received funding from parties with vested interests)
	     
	     

	Does the study have specified inclusion/exclusion criteria?
	     
	     

	Does the study have an adequate method of randomisation?
	     
	     

	Were groups similar at baseline?
	     
	     

	Was allocation to treatment group concealed?
	     
	     

	Were patients/investigators/assessors blind to treatments?
	     
	     

	Was there sufficient duration to follow-up?
	     
	     

	Was there a minimal portion of participants lost to follow up?
	     
	     

	Were outcomes assessed objectively and independently?
	     
	     

	Were all patients in their respective treatment groups analysed together, regardless of whether or not they completed or received treatment? (Intention-To-Treat analysis)
	     
	     

	Other Comments
	     

	RESULTS

	Effectiveness
	     

	Safety
	     

	Conclusion
	     


	Cohort Study

	Reference
	     

	CHARACTERISTICS

	Study Type
	Population (total)
	Setting
	Patients
	Intervention
	Comparison
	Outcomes

	     
	     
	     
	     
	     
	     
	     

	QUALITY

	Questions
	Yes/No
	Explanation

	Did the authors declare any conflicts of interest?

(eg link to the manufacturer/received funding from parties with vested interests)
	     
	     

	Does the study have specified inclusion/exclusion criteria?
	     
	     

	Were groups similar at baseline?
	     
	     

	Were outcomes assessed blindly with respect to the exposure?
	     
	     

	Was there sufficient duration to follow-up?
	     
	     

	Was there a minimal portion of participants lost to follow up?
	     
	     

	Were outcomes assessed objectively and independently?
	     
	     

	Were all selected subjects included in the analysis of results?
	     
	     

	Other Comments
	     

	RESULTS

	Effectiveness
	     

	Safety
	     

	Conclusion
	     


	Case Control

	Reference
	     

	CHARACTERISTICS

	Study Type
	Population (total)
	Setting
	Patients
	Intervention
	Comparison
	Outcomes

	     
	     
	     
	     
	     
	     
	     

	QUALITY

	Questions
	Yes/No
	Explanation

	Did the authors declare any conflicts of interest?

(eg link to the manufacturer/received funding from parties with vested interests)
	     
	     

	Does the study have specified inclusion/exclusion criteria?
	     
	     

	Does the study provide an explicit definition of cases?
	     
	     

	Were the control participants selected from the source population?
	     
	     

	Are the patient groups comparable with respect to confounders?
	     
	     

	Were outcomes assessed blindly with respect to disease status?
	     
	     

	Was there sufficient duration to follow-up?
	     
	     

	Were outcomes assessed objectively and independently?
	     
	     

	Were all selected subjects included in the analysis of results?
	     
	     

	Were cases an controls assessed in the same way?
	     
	     

	Other Comments
	     

	RESULTS

	Effectiveness
	     

	Safety
	     

	Conclusion
	     


	Case Series

	Reference
	     

	CHARACTERISTICS

	Study Type
	Population (total)
	Setting
	Patients
	Intervention
	Comparison
	Outcomes

	     
	     
	     
	     
	     
	     
	     

	QUALITY

	Questions
	Yes/No
	Explanation

	Did the authors declare any conflicts of interest?

(eg link to the manufacturer/received funding from parties with vested interests)
	     
	     

	Does the study have specified inclusion/exclusion criteria?
	     
	     

	Does the study provide an explicit description of study subjects?
	     
	     

	Was there sufficient duration to follow-up?
	     
	     

	Were outcomes assessed objectively and independently?
	     
	     

	Were all selected subjects included in the analysis of results?
	     
	     

	Other Comments
	     

	RESULTS

	Effectiveness
	     

	Safety
	     

	Conclusion
	     


	Diagnostic Test

	Reference
	     

	CHARACTERISTICS

	Study Type
	Population (total)
	Setting
	Patients
	Intervention
	Comparison
	Outcomes

	     
	     
	     
	     
	     
	     
	     

	QUALITY

	Questions
	Yes/No
	Explanation

	Did the authors declare any conflicts of interest?

(eg link to the manufacturer/received funding from parties with vested interests)
	     
	     

	Does the study have specified inclusion/exclusion criteria?
	     
	     

	Is there an explicit description of study subjects?
	     
	     

	Is there an appropriate spectrum of consecutive patients who would normally be tested for the disorder of interest and whose disease status is not known?
	     
	     

	Was an appropriate ‘gold standard’ reference test used?
	     
	     

	Were all participants assessed with both study test and reference standard test?
	     
	     

	Was the assessment of test outcomes independent?
	     
	     

	Were assessors blind to the results of the other test?
	     
	     

	Was both sensitivity and specificity, or number of true positive, false positives, true negatives and false negatives reported?
	     
	     

	Other Comments
	     

	RESULTS

	Effectiveness
	     

	Safety
	     

	Conclusion
	     


	Guideline

	TITLE
	     

	AUTHOR
	     

	PUBLISHER
	     

	FUNDER
	     

	LINK
	     

	AIM
	     

	CONTENTS
	     

	QUALITY

	AGREE Domains
	Scores
	Comments

	
	Reviewer 1
	Reviewer 2
	%
	

	Scope and purpose
	     /12
	     /12
	     
	     

	Stakeholder involvement
	     /16
	     /16
	     
	     

	Rigour of development
	     /28
	     /28
	     
	     

	Clarity and presentation
	     /16
	     /16
	     
	     

	Applicability
	     /12
	     /12
	     
	     

	Editorial Independence
	     /8
	     /8
	     
	     

	RELEVENCE 

	Source
	     
	Setting
	     

	Developers
	     
	Target Audience
	     

	SUMMARY
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