Western Australian Drug Evaluation Panel  (WADEP)[image: image1.jpg]. W} \-.I-AG WESTERN AUSTRALIAN THERAPEUTIC ADVISORY GROU P NN



 and 
Hospital-Based Drugs and Therapeutics Committees in WA
COMMON DRUG SUBMISSION FORM

for

A. LISTING OF A NON-HIGH-COST DRUG ON THE FORMULARY OF AN INDIVIDUAL HEALTH SERVICE OR HOSPITAL; OR

B. LISTING OF A HIGH-COST OR HIGH-VOLUME DRUG MEETING THE CRITERIA GIVEN BELOW ACROSS THE WA PUBLIC SYSTEM, VIA WADEP; OR

C. LISTING OF A RESTRICTED HIGH-COST SPECIALISED DRUG AT A PARTICULAR INSTITUTION

Hospital Drug and Therapeutics Committees should refer to WADEP all applications relating to high-cost drugs meeting or likely to meet the criteria below.  High-cost drugs are defined as those with an expenditure of:

· more than $10,000 annually for an individual patient;

· more than $100,000 annually for an individual health service; or

· more than $300,000 annually within the WA public health system.
If doubts exist, the application should be referred to WADEP.  For option "C" above, high-cost drugs that are to be further restricted (eg drugs used by a clinical service represented at one site only), proceed as for option "A".

General Instructions

Local drug submissions (non-WADEP) complete sections A and B only and declaration of conflict of interest statement if required and forward:

· 3 printed copies plus supporting documents to the Hospital Drug and Therapeutics Committee. 

· Electronic copy to the Hospital Drug and Therapeutics Committee.

High-cost drug (WADEP submissions) complete sections A and C only AND declaration of conflict of interest statement and forward:

· 5 printed copies plus supporting documents to the Executive Officer, WATAG, Royal Perth Hospital, PO Box X2213 PERTH WA 6847. 

· Electronic copy via email to RPH.WATAG@health.wa.gov.au.

This form is intended to replace all forms of application for formulary listing currently in use at individual institutions.  It is not intended for other administrative functions related to drug use such as individual patient approvals where a separate form should be used.

WADEP recognises that policies for availability of new high-cost drugs vary amongst individual hospitals.  Drugs which are, or are likely to be, marketed at a total cost exceeding the above criteria, regardless of unit cost or legal status, should be assigned a formulary status equivalent to "Not Available" pending consideration by WADEP and the drug should not be purchased by Pharmacy Departments.  It is therefore necessary for institutions to adopt a mechanism to obviate unofficial use of high-cost drugs outside this process.

SECTION A:  GENERAL SUBMISSION (All Applications)

A 1   GENERAL INFORMATION

A 1.1  Applicant Details

	
	Printed Name
	Email

	Consultant

(principal applicant)
	     
	     

	Supporting Pharmacist
	     
	     

	Co-applicants
	     
	     

	Hospital
	     
	


A 1.2  Brief description of drug indication and rationale 

	Approved (generic) name
	     

	Proprietary (brand) name
	     

	Dosage form
	     

	Strength
	     

	Sponsor or manufacturer
	     

	Nature of submission (check one box)


New hospital listing   FORMCHECKBOX 

Extension of an existing listing   FORMCHECKBOX 

New listing via WADEP  FORMCHECKBOX 




	Define the indication for which approval is sought:

     


	Rationale – reason the proposed drug and indication is required or preferred to currently available therapy:

     



A 1.3  Target population

	Target population (check one box)

(a) Inpatients     FORMCHECKBOX 

(b) Outpatients     FORMCHECKBOX 

(c) Both     FORMCHECKBOX 



	Are you recommending restrictions?
Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

If YES, please indicate what restrictions should apply:
     



A 2   FURTHER DRUG INFORMATION & STATUS

A 2.1  Published Information

WADEP applications: Please attach a copy of the Australian Product Information Sheet.  Local applications: please ensure that the PI is available to your Drugs and Therapeutics Committee.

A 2.2  TGA registration

Is the drug registered by the TGA for marketing in Australia?
Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

Is the drug available under the Special Access Scheme (SAS)
Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

If YES to either of the above, list each of the relevant indications (exact wording) for availability.

	     



A 2.3  PBS availability

Is the drug listed as a benefit under the Pharmaceutical Benefits Scheme?
Yes   FORMCHECKBOX 

No   FORMCHECKBOX 


If YES:
Section 85?
 FORMCHECKBOX 

Section 100?
 FORMCHECKBOX 

If YES, provide specific details (exact wording) of each indication listed under the PBS.  For long PBS schedule items, insert the words "See Schedule of Pharmaceutical Benefits".
	     



If A1.3 (b) was checked and the drug is listed on the PBS, explain why the hospital should provide a PBS listed drug to outpatients 
	     



A 2.4  Availability in other jurisdictions

If relevant, provide details of availability in other hospitals, States or overseas countries

	     



A 3   CURRENT THERAPIES & PLACE OF NEW DRUG

A 3.1  Describe drugs and therapies currently used for the proposed indication(s)

	     



A 3.2  Describe the new treatment regimen if this drug is approved

	     



A 3.3  Drugs and other therapies that could be replaced or deleted if this request is approved

	     



A 3.4  Clinical guidelines and protocols

Please provide details of prescribing criteria that you believe should be used to achieve appropriate use of the drug.  If appropriate, please attach Prescribing Guidelines / Protocols to the submission.
	     



A 3.5  Similar new products

Are other products of the same or similar nature under development or likely to be registered in Australia in the next 12 months (if known).

	     



A 4   BENEFITS RELATIVE TO EXISTING TREATMENTS

A 4.1  Existing Treatments and Comparator Drugs

What comparator drug or current treatment was used in pivotal trials to assess benefit?  (This treatment forms the basis of comparison in Parts A4, 5 and 6 below.  The comparator usually is the drug that will be replaced in practice, or is the closest pharmacological analogue, as determined by the assessing Committee, but a different drug may have been used in trials.)

	     



A 4.2  Effectiveness

Measures of effective outcome.

	Please specify the nature of the outcome achieved (eg cure, relief from symptoms, relapse rate, increased survival etc).
	New drug
	Comparator

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	Please state sources of information and methods of estimation:

     


A 4.3  Toxicity

List main/significant side-effects expressed as percent

	Please specify the nature of the side-effect (eg stroke, mortality, allergy, etc)
	New drug
	Comparator

	
	%
	%

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	Please state sources of information and methods of estimation:

     

	Please state if the use of the new drug avoids toxicity associated with the comparator:
     


A 4.4  Other benefits or disadvantages

Associated advantages or disadvantages

	Please specify (eg surgery or procedure averted, admission averted, reduced length of stay, etc)
	New drug
	Comparator

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     


All benefits and disadvantages for toxicity and effectiveness that are shown above should be objectively documented.

A 5   DRUG COSTS

Please complete either A5.1(a) or A5.1(b) as appropriate

A 5.1(a)  Costs - Intermittent/cyclical treatment regimens
	
	New drug
	Comparator

	Standard dose
[A]
	     
	     

	Cost per dose
[B]
	$     
	$     

	Doses per cycle
[C]
	     
	     

	Cycles per annum
[D]
	     
	     

	Drug costs per year per patient
[E]= [B x C x D]
	$     
	$     

	Additional costs per patient per year.  Please specify (eg monitoring, drug administration costs, additional equipment required, etc)
[F]
	$     
	$     

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

	Incremental cost per patient per year 
(New drug ( competitor) from row [G]
[H]
	$     

	Estimated years on treatment
[I]
	     
	     


A 5.1(b)  Costs - Continuous Treatment Regimens

	
	New drug
	Comparator

	Standard dose
[A]
	     
	     

	Cost per dose
[B]
	$     
	$     

	Doses per annum (for example, 365 ( No. of doses/day)
[C]
	     
	     

	Drug costs per year per patient
[D] = [B x C]
	$     
	$     

	Additional costs per patient per course.  Please specify (eg monitoring, drug administration costs, additional equipment required, etc)
[E]
	$     
	$     

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

	Incremental cost per patient per year 
(New drug ( competitor) from row [F]
[G]
	$     

	Estimated years on treatment per patient
[H]
	     
	     


A 6   CLINICAL TRIAL EVIDENCE

A 6.1  Pivotal Studies

Please cite each pivotal study relevant to this submission and include an electronic copy of each pivotal study publication in full text (or printed copy if not available electronically).  A pivotal study is one that compares the drug with the proper comparator as defined above (4.1), or allows such comparison.

	     



A 6.2  Other References

Please cite and provide copies of all other references supporting this submission on a separate document attached to the submission.  Copies of references should be submitted with a signed copy of this submission form.  Use of promotional materials from pharmaceutical companies is not acceptable.

	     



A 6.3  Clinical Claim

In summary, please state concisely the overall clinical claim, for example “drug X has higher efficacy than the comparator at equivalent toxicity.” 
	     



SECTION B:  TO BE COMPLETED FOR LOCAL (NON-WADEP) SUBMISSIONS ONLY

B 1  Incidence and prevalence of disease to be treated

Estimate the number of patients at your hospital for whom this treatment would be indicated

	Number of new patients with the disease presenting to your hospital per annum
(A)
	     

	Number of existing patients with the disease currently attending your hospital
(B)
	     

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

	Number of patients who are currently eligible
(D) = (B x C)
	     

	Estimate the number of patients per annum who would receive this drug at your hospital at “steady state”, i.e. taking account of incident cases
	     

	Please state sources of information and methods of estimation:
     



B 2   Submission details for application to a hospital DTC

· Submissions should be lodged with the Secretary of your hospital Drugs and Therapeutics Committee.  Pay attention to any deadlines for receipt of submissions.

· Hospital submissions require the acknowledgment of the Divisional or Unit Director and at some sites, the Business Manager.
Division or Unit support for referring the submission to the hospital Committee

Clinical Director


Name of Division or CSU      

Name of Director:      

Signature: ___________________________________
Date:      
Business Manager (if required)


Division or CSU     

Name of Business Manager:      

Signature: ____________________________________
Date:      
Signature of Consultant
____________________________________________________

Department
____________________________________________________

Date: 
_______/________/______

SECTION C:  TO BE COMPLETED FOR WADEP SUBMISSIONS ONLY

C 1  Incidence and prevalence of disease to be treated across Western Australia

Estimate the number of patients in WA for whom this treatment would be indicated

	Number of new patients with the disease per year in WA (incidence)
(A)
	     

	Number of patients with the disease in WA (prevalence)
(B)
	     

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

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

	Estimate the number of patients per annum who would receive this drug in WA at “steady state”, i.e. taking account of incident cases, for each of the next 5 years
	     

	Please state sources of information and methods of estimation:
     



C 2  Cost-effectiveness analysis

C 2.1  Analysis based on intermediate outcomes (symptoms)

	Incremental annual cost/patient from table A 5.1 (a) or (b)
[A]
	     

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

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


C 2.2  Analysis based on survival benefit, if any.

WADEP will accept a simple cost-effectiveness estimate as $/Year of Life Saved for drugs used in conditions where 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 drug is ( 6 years).  Since this datum 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 DRUGS REQUIRING ECONOMIC MODELLING BEYOND A 6-YEAR TIME HORIZON.  For such drugs, you or the sponsor may be requested to submit a formal cost-utility analysis (i.e. taking Quality of Life changes into account).  *ICER = incremental cost-effectiveness ratio.

	
	New drug
	Comparator

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

	Incremental survival (new drug minus comparator)                    [B]
	

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

	Cost of administration and other ancillary costs                         [D]
	
	

	Cost offsets available with the new drug                                    [E]
	
	

	Total drug costs                                                                       [F] = [C] + [D] – [E]
	
	

	Incremental drug costs (new drug minus comparator)                [G]
	

	ICER* ($ / YOLS)                                                                    [H] = [G] ( [B]
	


C.2.3 Supplementary

Please provide details in support of your responses to items [C], [D] and [E] in table C2.2

	     



C 3  Input from others

C 3.1  Stakeholder consultation

Please summarise the extent of consultation and consensus amongst relevant clinical colleagues in support of this application, including those at other hospitals.  Submissions are strengthened if reviewed and co-signed by professional colleagues at other institutions.

	     



C 3.2  Other involvement

	Please check box if a pharmaceutical company was involved in the preparation of this submission
	 FORMCHECKBOX 


	Please provide a brief but clear description of the nature of involvement or assistance:
     



C 4  Supporting signatures for WADEP submission

If a submission is deemed to be for a “high-cost” drug, your application will be forwarded to the WA Drug Evaluation Panel for assessment.  Submissions to WADEP must be supported by your hospital Drugs & Therapeutics Committee.

Hospital support for referring the submission to the WA Drug Evaluation Panel


Signature: _______________________________________________
Date:      

Chairman of Hospital Drug & Therapeutics Committee

Please send a completed electronic copy of this submission form by email to RPH.WATAG@health.wa.gov.au AND a signed copy of this submission form together with all accompanying documents to

Executive Officer

WATAG

Royal Perth Hospital

PO Box X2213
PERTH,   W.A.   6847


Accompanying documents should consist of 5 copies of all documents, preferably unbound. 

DECLARATION OF POTENTIAL CONFLICTS OF INTEREST (PRINCIPAL APPLICANT)

Note: 
this section must be completed for all WADEP applications and may also be required for local applications at some centres.

CONFIDENTIAL

Please identify if you have any actual or potential conflicts of interest that arise in relation to this submission 
(e.g. company-sponsored trials, consultancies, industry support etc.)
I declare a potential conflict of interest
Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

If you have declared a Conflict of Interest, please provide details below
(please check box for each point that applies and detail at bottom of table)
	1. Paid positions including invited lectures and membership of advisory panels, working groups etc. for which honoraria or considerations in kind were received.
	 FORMCHECKBOX 


	2. Shares and other commercial dealings.
	 FORMCHECKBOX 


	3. Financial or other sponsorship of research.
	 FORMCHECKBOX 


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


	5. Gifts of any kind.
	 FORMCHECKBOX 


	6. Any other relevant activity.
	 FORMCHECKBOX 


	Please provide a brief but clear description of each potential conflict and why your application should be accepted in spite of it.
     



Signature of Consultant
____________________________________________________

Date: 
_______/________/______
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