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SA Health

Medicines Formulary Request Form
MEDICINE NAME (please complete):

	          

 FORMTEXT 
     


GENERAL INFORMATION
Use this form to apply for: 

· Approval for a new medicine to be added to the formulary
· Approval for a variation to an existing formulary listing

For approval to use a medicine on an individual patient basis, use the Individual Patient Use form. 

Completion of this form is intended as a multidisciplinary, collaborative approach. 
Drug and Therapeutic Committee members or your clinical pharmacist will provide advice and assistance in completing this form.  

Consultation with Statewide Clinical Networks (where applicable) or similar expert groups is recommended to ensure a standard approach and agreement statewide. 
Failure to complete all details may result in a delay in consideration of the application by the Committee, and therefore delay availability of the medicine. 

Process for Application

· All applications to be completed by Consultant Medical Practitioner
· The signature of the relevant Clinical Director and Division Head or nominee must be obtained to indicate endorsement of application.

· The signed, completed forms should be forwarded to your Drug & Therapeutic (DTC) or equivalent committee.

· Applications will be forwarded to

· South Australian Medicines Formulary (SAFC) for consideration for South Australian Medicines Formulary. Email Health.SAFC@health.sa.gov.au 

OR 

· South Australian Medicines Evaluation Panel (SAMEP) for consideration for High Cost Medicines.  Email samep@health.sa.gov.au.

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 year.

High Cost Medicine Exemptions

· medicines to be used in a clinical trial that have been approved by the hospital’s Drug 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 which represent a high cost due to high volumes of use (e.g. sodium chloride for injection)
1 Application

1.1 
Application Details 

	Select reason for request 

Addition to formulary   
Change in formulary approved use  

Addition of new form, strength or presentation of existing formulary product  *

	Date of application:      

 FORMTEXT 
     

	Site/hospital/LHN:                

 FORMTEXT 
     

 FORMTEXT 
     


*Only sections 1.1 to 1.6 are required to be completed for new dose form or strength of an existing formulary product
1.2 Details of medicine

	Australian Approved (Generic) Name:       

	Trade (Brand) Name:      

	Dosage form(s):       

	Strength(s):        


1.3 Indication(s) for use

	If application is for addition of new form, presentation or strength of an existing formulary product for the same indication,  please tick this box 
What are the proposed indication(s) for use? 
     

	Are you recommending any restrictions for use? 
Yes  
No 
Restriction by: 

· Speciality or Prescriber: 
Yes 
No 
· Patient population: 
Yes 
No 
· Disease:  
Yes 
No 
· PBS criteria                                                                           Yes 
No 
If yes, indicate what restrictions should apply: 
     


1.4 Registration Status

	Is the medicine registered by the TGA? 
Yes  
No 

	Is the medicine registered by the TGA for the requested indication? 
Yes  
No 


1.5 Details of PBS listing
	Is the medicine listed on the PBS for the requested indication?
 Yes  
No 

	Is the medicine intended for use in inpatients?                                          Yes           No 


1.6 Rationale for inclusion

	Reasons for requesting this medicine: 
     



*Section 1.7 to 1.12 is only required for additions to the formulary and new indications of existing medications. 
1.7 Comparators or current therapies available
	Medicine(s) currently used for the requested indication(s): 



	Other non–medicine alternatives (e.g. surgical)  currently used for the requested indication(s): 

     

	Medicines currently listed on the formulary that could be deleted from the formulary if this request is approved (if applicable): 
     


1.8 Clinical Pathway
	Provide details of the proposed clinical pathway or place in therapy of the requested medicine (i.e. first, second line etc.) that includes the new medicine for the indication(s) requested:



	Are there any SA Health, national or international guideline(s) or protocol(s) that recommend the requested medicine for the indication requested?
	Yes 
No 

	If yes, provide details and /or  attach to the application: 



	

	Will development of SA Health or local guidelines, prescribing criteria or monitoring criteria be required to ensure safe and effective use of the proposed medicine?  

	Yes     
No 

	If yes, provide  details of the need for such supporting documents and the plan to develop these: 





1.9 Treatment details

	Usual dosage, and frequency*: 
Route/s of administration*: 

     
(*provide the reference if not consistent with product information)

	Duration of therapy OR Ongoing: 
      

	Concomitant therapy for this indication: 
     


1.10 Outcome(s)

	What is/are the desired outcomes(s) of therapy with this medicine? 
     


	Suggest practical ways in which the desired outcome can be measured/monitored:  
· Is this a validated outcome measure?

· Is this consistent with the outcome measurements in the supporting clinical trials?

     


	Are there significant safety concerns that should be considered or monitored for? 

Yes          No  
If yes, provide  details including any objective criteria that will be used for monitoring:

     



1.11 Evidence to support use of medicine for proposed indication (NOTE: not required when a  medication is PBS listed for the requested indication)
	Best available evidence*
Provide details of key studies relevant to this submission including evidence for use in proposed treatment population: 
     


	Other references*
Provide details of other studies which may be relevant to this submission i.e. unpublished clinical trials and conference proceedings. 

     



*Include electronic copy of full text or printed copy if not available electronically
This section is required for all applications

1.12 Costs of medicine (obtain information from Pharmacy)
	Cost per unit (specify) 

	$      

	Cost per patient per day       OR 
Cost per treatment course   OR 
Cost per annum       (please indicate) 
	$      

	Provide details of intermittent or cyclic therapy:

     
	

	Are there additional costs or cost offsets (e.g. blood tests, monitoring, additional medicine or equipment)?
	Yes      No 

	Provide details: 

     

	Estimated numbers of patients per annum statewide:

    < 5        Other: ________           101 to 200        51 to 100        21 to 50       5 to 20  


1.13 Input from others - Stakeholder Consultation
	Provide details of the extent of consultation and consensus amongst relevant clinical colleagues for this application.
Other hospitals consulted:                                                                      Yes          No  
Details of the consultation: 
     

 FORMTEXT 
     
State-wide clinical network consultation (e.g. palliative care, cancer, 

cardiology, urgent care):      Yes          No  
Details of the consultation:       

 FORMTEXT 
     
     
Details of other consultation: 
     
For oncology/ haematology medications is there an approved protocol to support use or has an application been forwarded to SA Health Cancer Drug Committee        Yes          No  
(Note: For High Cost Medicines the opinion of the relevant Statewide Clinical Network, if applicable, must be sought prior to submission)


1.14 Input from others – Pharmaceutical Industry

	Pharmaceutical Industry

Was a pharmaceutical company involved in the preparation of this submission? 
	Yes  
No 

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

     


1.15 Applicant details

	Applicant name:      
Position:      

	Clinical unit, hospital:      

	Telephone / Pager:        
	Mobile: 

	Email:     

	Conflict of interest:
Financial or other resulting from contact with pharmaceutical companies, which have a bearing on this submission.    Yes   
No  

If yes tick relevant box and explain

Conference Funding 
Gifts 
Travel Expenses  Samples  
Honoraria 
Industry paid food/refreshments
Research support  Other support (describe) 
Please provide a brief but clear description of each potential conflict:

     

	I declare, that to the best of my knowledge, all of the information contained in this application is true and accurate.

Applicant signature:      
Date:      

	If applicant not Consultant; 

Consultant Name:      
Signature:      
Date:      
Telephone No:      
Pager No:       

Email:      

 FORMTEXT 



2 AUTHORISATION

2.1
Authorisation by Clinical Director or equivalent
	Name:           

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

	Signature:      
Date:      


2.2
Authorisation by Head of Division or equivalent 
	Name:           

 FORMTEXT 
     

 FORMTEXT 
     

	Signature:      
Date:      

 FORMTEXT 
     


3 PHARMACY USE INFORMATION
	Cytotoxic or hazardous substance
If yes was a risk assessment completed
	Yes 
No 
Yes 
No        N/A  FORMCHECKBOX 



	Sent to SA Medicines Formulary Committee:
     
Signature:      
Date:      


*Electronic signature functionality is not available on this form. Either print out the form and sign manually OR type your name in the signature box as recognition of authorisation
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