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South Australian Medicines Evaluation Panel (SAMEP)
Statewide Formulary for High Cost Medicines Submission Form

Applications for the consideration of the addition of new medicines or changes to current listings on the Statewide Formulary for High Cost Medicines
Hospital Drug and Therapeutics Committees (DTCs) should refer to the South Australian Medicines Evaluation Panel (SAMEP) all applications relating to High Cost Medicines meeting or likely to meet the criteria below. SAMEP is a subcommittee of the South Australian Medicines Advisory Committee (SAMAC).
	High Cost Medicines are defined as those with an expenditure of:

≥$10,000 per patient per treatment course or per year; or

≥$100,000 for an individual health service per year; or

≥$300,000 within the SA public health system per year.

Exemptions

· Medicines to be used in a clinical trial that has been approved by the hospital’s Medicine and Therapeutics Committee and Ethics Committee and paid for by the sponsor of the clinical trial; OR
· Medicines listed under the Pharmaceutical Benefits Scheme (section 85 or section 100) used in accordance with the PBS criteria for subsidy; OR
· Medicines funded under the Commonwealth’s Life Saving Drugs Program; OR
· Low cost medicines (<$100 per pack) which represent a high cost due to high volumes of use (e.g. sodium chloride for injection).

If doubt exists, please contact the SAMEP Executive officer for clarification.


GENERAL INSTRUCTIONS
Drug and Therapeutics Committees (DTCs) should forward the submission form plus supporting documents to the SAMEP Executive Officer at SAMEP@health.sa.gov.au. (Please note: Electronic submission of this form is preferable, however submission can be made by mail by forwarding a hard copy to: The Executive Officer, SAMEP, SA Health, PO Box 287, Rundle Mall, ADELAIDE SA 5000). 

	Please complete as much of this form as you are able and provide any supporting data that will assist SAMEP in the evaluation of the evidence to support formulary listing. Although completion of all fields is not necessary to proceed to evaluation, the provision of relevant information will improve the timeliness of the evaluation process. 

The opinion of the Statewide Clinical Network (where applicable) MUST be sought and must accompany the application.


The Guidelines for Preparing Submissions to the PBAC contain much information about identifying and preparing the evidence to support the funding of particular medications (http://www.health.gov.au/internet/main/publishing.nsf/Content/pbacguidelines-index) and may be used as a reference for preparing submissions to SAMEP.

1.
GENERAL INFORMATION
1.1
Applicant details

	
	Name, position

	Principal Applicant*
	     

	Co-applicant(s)
	     

	DTC
	     


* 
Consultant/Prescriber 
1.2
Details of medicine and indication (Generic names should be used throughout this submission)
	Approved (generic) name
	     

	Proprietary (brand) name(s)
	     

	Dosage form
	     

	Strength & pack size
	     

	Pharmaceutical manufacturer(s)
	     

	Nature of submission:

New formulary listing  FORMCHECKBOX 
   OR

New/alternate indication for medicine already on Statewide formulary   FORMCHECKBOX 


	Define the indication for which approval for hospital use is being sought, including any restrictions:      


1.3 Registration Status

	Is the medicine registered by the TGA for marketing in Australia?

Registered  FORMCHECKBOX 
 
Not Registered  FORMCHECKBOX 
 
Special Access Scheme  FORMCHECKBOX 

If unregistered, the medicine is outside the scope of SAMEP. Please complete an Individual Patient Use (IPU) form and apply to your local DTC to use the medicine. A SAS application will also be required.

If registered, please provide the exact wording of the TGA registered indication(s):

      


1.4 Product information
	Please attach a copy of the Australian Product Information (if applicable) or Overseas Product Information.

	Australian Product Information  FORMCHECKBOX 

	Overseas Product Information  FORMCHECKBOX 



1.4 Target population

	Target population:
Inpatients  FORMCHECKBOX 
 
Outpatients  FORMCHECKBOX 
 

Can the disease be diagnosed with precision and accuracy?    Yes  FORMCHECKBOX 
    
No  FORMCHECKBOX 

Please give details:      
Are you recommending restrictions?
Yes  FORMCHECKBOX 
 
No  FORMCHECKBOX 

If Yes, please indicate what restrictions should apply:

     


1.5 Outcome(s)
	What is/are the desired outcome(s) of therapy with this medicine?       
 
Please summarise (in lay terms) the reason for the formulary request:      
Please suggest practical ways in which you think the desired outcomes can be measured / monitored:      



2.
CURRENT THERAPIES AND PLACE OF NEW MEDICINE
	2.1
Clinical pathway
Please attach a flow diagram of the proposed clinical pathway for treatment with this new medicine and for current practice for treatment of this indication. Alternatively, please describe the proposed place of this medicine in the management of the clinical condition. 
(Please note, the Statewide Clinical Network (where applicable) must be consulted with regards to the proposed clinical pathway prior to forwarding this submission to SAMEP. Where there is no Statewide Clinical Network it is recommended to consult with the relevant medical professional organisation). 

     



2.2
Existing treatments and comparators

	Please describe all medicines and therapies currently used in Australian practice for the proposed indication:

     
The comparator is usually the medicine that will be replaced in practice, or is the closest pharmacological analogue, as determined by the assessing Committee. 

The appropriate comparator(s) for this submission is/are:

     
Medicines and other therapies that could be replaced or deleted if this request is approved:

     
If no data exists for the suggested comparator(s), applicants may indicate an alternate comparator but should liaise with SAMEP before proceeding:

     


2.3
Treatment regimen
	Please describe the new treatment regimen if this medicine is approved:
     
Please describe any medicines or other therapies that will be co-administered with the requested medicine:

     



2.4
Prescribing Guidelines and Protocols

	Please provide details of prescribing criteria that you believe should be used to achieve appropriate use of the medicine, for example, recommended administration protocol or monitoring requirements. If appropriate, please attach Prescribing Guidelines/Protocols.

     



3.
DETAILS OF PBAC EVALUATIONS
3.1
Evaluation by PBAC for this indication
	Has this medicine been evaluated/currently under evaluation by the PBAC for the proposed indication(s)?

	Yes  FORMCHECKBOX 
 
	Please ATTACH the relevant PBAC public summary document and go to Section 3.2 (Details of PBS listing)

	No  FORMCHECKBOX 
 
	Please go to Section 4 (evidence regarding use of medicine in proposed indication)


3.2
Details of PBS listing for this indication
	What was the PBAC recommendation regarding funding of this medicine (for this indication)?
PBS listed  FORMCHECKBOX 
 

Please provide the exact wording of the PBS listing for this and other indications. For PBS scheduled items with complex listings, insert the words "See Schedule of Pharmaceutical Benefits" and include PBS code(s), then go to Section 6 (Medicine costs).

     


	Rejected for PBS listing  FORMCHECKBOX 
 

Please explain why you think the PBAC decision doesn’t apply to this situation (eg different population, different comparator, different cost considerations, new evidence has been released since the PBAC decision which supports the claim for this medicine). You will need provide evidence to support this claim in Section 4 (eg. studies published since the PBAC evaluation and/or evidence regarding the specific context):

     


	Outcome pending  FORMCHECKBOX 

Please note: SAMEP will await the release of the relevant PBAC Public Summary Document prior to evaluation.


4.
EVIDENCE REGARDING USE OF MEDICINE IN PROPOSED 

INDICATION
4.1
Best available evidence
 
Please provide details of key studies relevant to this submission and include an electronic copy of the full text with this submission (or printed copy if not available electronically).
	Provide full citation details below for each reference provided:

	1.
	     

	2.
	     

	3.
	     

	4.
	     

	5.
	     

	6.
	     


4.2
Extraction template for key studies
In order to support your application, you may wish to complete the table below with reference to key published studies.
Citation:      
	Funding of study
	     

	Design of study (RCT, review, cohort)
	     

	Patient population (inclusion & exclusion criteria)
	     

	Intervention
	     

	No. of participants on intervention
	     

	Comparator
	     

	No. of patients on comparator
	     

	Duration of treatment & /or follow-up
	     

	Primary efficacy outcomes measured
	     
     

	Secondary outcome(s)
	     
     

	Blinding of patients (Y/N)
	     

	Blinding of outcome assessors (Y/N)
	     

	Allocation concealment (Y/N)
	     
	If yes, give method used 

     

	Withdrawals from each arm of study
	Intervention arm:       
	Comparator arm:      

	Outcomes: (list each outcome below with proportions measured in each arm of study)
	Intervention arm:
	Comparator arm:

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	Adverse events: (list below with number of events in each arm of study)
	Intervention arm:
	Comparator arm:

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     


4.3
Other references

	Please cite any other known studies which may be relevant to this submission. Clinical trials and conference proceedings can be provided in the absence of high quality published evidence. Use of promotional materials from pharmaceutical companies is not accepted.

     



4.4
Evaluation by other jurisdictions

Please provide a summary below of any evaluations you are aware of, that have been conducted in other jurisdictions including other States/Territories (e.g. WADEP, NSW TAG) and other countries (e.g. NICE, SMC, CADTH).

	Agency
	Date of report
	Title of report

	     
	      /       /      
	     

	     
	      /       /      
	     

	     
	      /       /      
	     

	     
	      /       /      
	     

	     
	      /       /      
	     


5.
RELATIVE BENEFITS AND HARMS*
Statistics: for dichotomous outcomes, please record the odds ratio, relative risk, number needed to treat (NNT) or harm (NNH) with 95% confidence intervals (95% CI). For continuous outcomes, please record the mean difference (95% CI) and standard deviation (SD).

5.1
Effectiveness

Please complete and attach a copy of this table for each effectiveness outcome considered.
	Outcome*: 
     
	New medicine
	Comparator
	Statistics

	Study reference
	%
	%
	

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


* 
Please specify the nature of the outcome achieved (e.g. cure, relief from symptoms, relapse rate, increased survival etc

5.2
Harms

Please complete and attach a copy of this table for each side-effect considered.
	Side-Effect or adverse outcome*:
      
	New medicine
	Comparator
	Statistics

	Study reference
	%
	%
	

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	Please state if the use of the new medicine AVOIDS toxicity associated with the comparator:
     


* 
Please specify the nature of the adverse outcome (eg stroke, mortality, allergy, etc)

5.3
Absolute benefits and harms

Please record and comment on any significant absolute benefits or harms.

	Nature of absolute benefit or harm
	Frequency
	Comment

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     


6.
MEDICINE COSTS
6.1
Australian Market Price
	Product 
code
	Pack Identification (strength, dosage form (eg tablet, vial), pack size)
	List Price (the price to an approved hospital pharmacy)

	
	
	through an Accredited Wholesaler
	from a Manufacturer or Supplier

	     
	      FILLIN   \* MERGEFORMAT 
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


PLEASE COMPLETE EITHER 6.2(a) or 6.2(b) AS APPROPRIATE

6.2
(a) Costs - Intermittent/cyclical treatment regimens

	
	New medicine
	*Comparator

	Standard dose [A]
	       
	       

	Cost per dose [B]
	$     
	$     

	Doses per cycle [C]
	       
	       

	Cycles per annum [D]
	       
	       

	Medicine costs per year per patient (B x C x D) [E]
	$     
	$     

	Estimated additional costs per patient per year. Please specify (e.g. monitoring, medicine administration costs, additional equipment required, etc) [F] 
     
	$     
       
	$     
       

	Total costs per patient per year (E + F) [G]
	$     
	$     

	Incremental cost per year (‘G’ new medicine minus ‘G’ comparator) [H]
	$     

	Estimated/average length of treatment [I]
	       
	       


6.3
(b) Costs - Continuous Treatment Regimens
	
	New medicine
	*Comparator

	Standard dose [A]
	       
	       

	Cost per dose [B]
	$     
	$     

	Doses per annum [C] (e.g. 365 x No. of doses/day)
	       
	       

	Medicine costs per year per patient (B x C) [D]
	$     
	$     

	Estimated additional costs per patient per course. Please specify (e.g. monitoring, medicine administration costs, additional equipment required, etc) [E]

     
	$     
       
	$     
       

	Total costs per patient per year (D + E) [F]
	$     
	$     

	Incremental cost per year (‘F’ new medicine minus ‘F’ comparator) [G]
	$     

	Estimated average years on treatment per patient [H]
	       
	       


7.
INCIDENCE AND PREVALENCE OF DISEASE TO BE TREATED 

ACROSS SOUTH AUSTRALIA
7.1
Epidemiology

If possible, estimate the number of patients in South Australia for whom this treatment would be indicated.

	Estimate of the number of new patients with the disease per year in South Australia (incidence) (A)
	     

	Number of patients with the disease in South Australia (prevalence) (B)
	     

	Proportion of ‘B’ who are eligible for the treatment* (C)
	     

	Number of patients who would be eligible now (B x C) (D)
	     

	Estimate the number of patients per annum who would receive this medicine in South Australia at “steady state”, ie taking account of incident cases, for each of the next 5 years:      

	Year 1

     
	Year 2

     
	Year 3

     
	Year 4

     
	Year 5

     

	Please state sources of information and methods of estimation:

     



* 
Medicines listed on the Statewide Formulary for High Cost Medicines are available to patients of South Australian public hospitals who meet the specified eligibility criteria (please refer to restrictions listed in section 1.3.

8.
COST-EFFECTIVENESS ANALYSIS (OPTIONAL)
Please note that completion of this section is not necessary to proceed to evaluation, however the provision of additional pharmacoeconomic evidence may be provided to support the application.
8.1
Type of cost-effectiveness analysis

	Please state the method used to determine cost-effectiveness. Methods will vary according to situation but the analysis used should provide an overall clear indication of “value for money”. Please use tables 8.2 or 8.3 where appropriate or otherwise attached details of the cost-effectiveness analysis.

     


8.2
Analysis based on intermediate outcomes (symptoms)

	Incremental annual cost/patient (‘H’ from 5.2a or ‘G’ from 5.2b) [A]
	$     

	Quantitative incremental change (reduction) in symptoms per patient per year [B]
	       

	Cost-effectiveness ($ per unit of disease change) (A ÷ B) [C]
	       


8.3
Analysis based on survival benefit, if any.

SAMEP will accept a simple cost-effectiveness estimate as $/Year of Life Saved (YOLS) for medicines used in conditions where the median life expectancy with the comparator treatment is ≤ 5 years and a median survival benefit of ≤ 20% has been demonstrated in trials (i.e. median survival with the new medicine is ≤ 6 years). Since this data is not adjusted for Quality of Life and does not include discounted values it will be used only as a preliminary indicator of cost-effectiveness.

[DO NOT COMPLETE THIS SECTION FOR MEDICINES REQUIRING ECONOMIC MODELLING BEYOND A 6-YEAR TIME HORIZON]
	
	New medicine
	Comparator

	Documented median survival for each medicine in pivotal trial [A]
	       
	       

	Incremental survival (‘A’ new medicine minus ‘A’ comparator) [B]
	       

	Current cost of each medicine therapy over the period of model [C]
	$     
	$     

	Cost of administration and other ancillary costs. Please specify: [D]

     
	$      


  
	$      


   FORMTEXT  $    

	Cost offsets available with new medicine. Please specify: [E]      
	$     
	

	Total medicine costs (C + D – E) [F]
	$     
	$     

	Incremental medicine costs (‘F’ new medicine minus ‘F’ comparator) [G]
	$     

	ICER* (G ÷ B) [H]
	       


*
ICER = incremental cost-effectiveness ratio
8.4
Summary of overall result

	Summary of cost-effectiveness analysis:

     



8.5
Supplementary
Please comment and provide details explaining the data, the analysis and the outcomes to assist with understanding and transparency of information presented. If economic modelling has been used, please describe the structure, variables and sensitivity of the analysis. 
	Comment:
     



9.
INPUT FROM OTHERS
9.1
Stakeholder consultation

	Please summarise the extent of consultation and consensus amongst relevant clinical colleagues in support of this application, including those at other hospitals. (Note: The opinion of the relevant Statewide Clinical Network must be sought prior to submitting this application)
     


9.2
Other involvement
	Please indicate if a pharmaceutical company was involved in the preparation of this submission:

  No  FORMCHECKBOX 
 
 Yes  FORMCHECKBOX 

If Yes, please provide a brief description of the nature of involvement or  assistance:

     
AND, please provide contact details for the company:

	Company name:
	     

	Contact person:
	     

	Telephone: 
	     

	Fax: 
	     

	Email: 
	     

	Address: 
	     



10.
COMMERCIAL IN CONFIDENCE
	Please indicate if any documents or information accompanying this submission are subject to provisions of Commercial in Confidence and have been marked accordingly:



Yes  FORMCHECKBOX 

No  FORMCHECKBOX 



11.
CONTACT DETAILS

SAMEP may request additional information or explanation in relation to this submission form. Please provide contact details of an appropriate individual(s) for further communication and liaison, if required.
	Name, position:
	     

	Hospital: 
	     

	Telephone: 
	     

	Fax: 
	     

	Email: 
	     

	Address: 
	     



12.
CONFLICT OF INTEREST DECLARATION
Applicants must declare any pecuniary, professional or personal interests in obtaining  Statewide Formulary listing of the High Cost Medicine referred to on this form. This includes, but is not limited to, any involvement in the development, manufacture or marketing of the medicine, any paid employment or grants for conference expenses from the manufacturer or a medical condition for which the medicine may be prescribed (self/family member).
12.1
Conflict of interest declaration

I declare that all particulars of my pecuniary, professional and personal interests. And those of my immediate family of which I am aware, are set out below:

	Type of interest:
	     


	Details of interest:
	     


	Signature:
	     


	Date:
	      /       /      


13.
AUTHORISATION
Information contained in this submission should be certified as accurate and complete by the principal applicant. 
13.1
Submitting clinician
	I declare that to be best of my knowledge, information contained in this submission is accurate and complete.

	Name:
	     

	Position:
	     

	Signature:
	     


	Date:
	      /       /      


13.2 Drug and Therapeutics Committee Authorisation
I declare that the applicant has the support of the hospital Drug & Therapeutics Committee in submitting this formulary application for statewide evaluation.

	DTC Chair:
	     

	Signature:
	     


	Date:
	      /       /      


14.
SUBMISSION DETAILS
	Please send a completed and signed electronic copy of this submission form and all supporting documents form by email to SAMEP@health.sa.gov.au.

Alternatively, submission can be made in hard copy by mail to:

	The Executive Officer

South Australian Medicines Evaluation Panel

SA Health

PO Box 286, Rundle Mall ADELAIDE SA 5000

	


15.
DOCUMENT CHECKLIST
	Submission checklist for included documents:

	 FORMCHECKBOX 
 Copy of original application form completed by applicant/clinician

	 FORMCHECKBOX 
 Australian Product Information  OR   FORMCHECKBOX 
 Overseas Product Information 

	 FORMCHECKBOX 
 Diagram of proposed clinical pathway 

	 FORMCHECKBOX 
 PBAC public summary document (if applicable)

	 FORMCHECKBOX 
 Evidence / Key studies regarding the use of the medicine in proposed indication


	Please ensure that the following sections are completed and signed:

	 FORMCHECKBOX 
 Conflict of Interest declaration

	 FORMCHECKBOX 
 Authorisation from submitting DTC (signature of the Chair of the DTC)


� Note: The ‘Best available evidence’ (see reference table below) should be provided to SAMEP (NHMRC definitions below). If no Level I or II Evidence is available, then high quality level III Evidence or IV will need to be provided. Clinical trials and conference proceedings would only be provided in the absence of high quality published evidence.  All high quality studies should be included, regardless of whether findings are favourable to support the use of the medicines. 





Level�
Intervention �
�
I �
A systematic review of level II studies�
�
II�
A randomised controlled trial�
�
III-1�
A pseudorandomised controlled trial (ie alternate allocation or some other method)�
�
III-2�
A comparative study with concurrent controls:


Non-randomised, experimental trial


Cohort study


Case-control study


Interrupted time series with a control group�
�
III-3�
A comparative study without concurrent controls:


Historical control study


Two or more single arm study


Interrupted time series without a parallel control group�
�
IV�
Case series with either post-test or pre-test/post-test outcomes�
�
Source: 	NHMRC (2009) Levels of evidence and grades for recommendations for developers of �	guidelines. Canberra: National Health and Medical Research Council
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