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	PLEASE READ INSTRUCTIONS BEFORE COMPLETING FORM

	1. 
	This form is for requesting a change to an existing Licence or Permit issued under the Medicines and Poisons Act 2014. For changes to sites listed on health service permits for Medical Treatment ONLY, the Health Service Permit for Medical Treatment - Amendment Application form should be used.


	2. 
	Some changes require a fee to be paid. These changes are as follows:

· Change of individual permit or licence holder (no change of ownership of the business)

· Change of a corporate officer

· Change to a person responsible for a premises (wholesaler/manufacturer licence only)

· Addition of a premises

· Change in the physical location of a premises

· Addition of medicines or poisons 

· Variation in the activities undertaken under the licence or permit, including the use of the medicines or poisons (Note: some variations may require a new application and issue of a different licence or permit type)

· Change of business or trading name without any change of the legal entity (no change of ownership).

	3. 
	Fees are not charged for changes to:
· postal addresses or other contact details, 
· removal of medicines or poisons from the licence or permit, 
· removal of premises from the licence or permit or 
· upgrading of storage or security such as installation of a new safe.

	4. 
	Do not use this form if there is a change to the ownership of the business or if the licence or permit is to be changed in type between individual (on behalf of the business), partnership or corporate. These types of changes require the submission of a completely new application.

	5. 
	Any changes in licence or permit holders or persons responsible for premises also requires the new licence or permit holder or new responsible person to complete a Personal Information Form: Identification, Fitness and Probity.
Any copies of original photographic identification documents must be certified as true copies.

	6. 
	Any change involving addition of premises, a change in the physical location of a premises or addition of medicines or poisons to an existing premises also requires completion of the relevant licence or permit application form for the licence or permit type already held. This is to ensure detail is provided about the security of the premises and the way in which the medicines or poisons will be stored at the premises.

	7. 
	If a premises is to be added and that premises is already included on a different licence or permit, the application will not be processed until the existing licence or permit holder has provided authorisation to release the premises from their licence or permit. Licence or permit holders requesting the addition may wish to liaise with the existing licence or permit holder to ensure the Department of Health is appropriately advised.

	8. 
	The current licence or permit holder must sign the Declaration. If the licence or permit is held by a partnership or body corporate, the person who signed the original licence or permit application should sign the Declaration. If the change is to request a new licence or permit holder within the same business and the current licence or permit holder is no longer employed by the business, the new licence or permit holder should sign the Declaration. In this circumstance, please provide the reason the current licence or permit holder cannot sign the Declaration.

	9. 
	Applications will generally be processed within 4 weeks of receipt by the Medicines and Poisons Regulation Branch, provided the required fee has been paid. To ensure a timely decision about your application please: 

· Complete all required sections of the application, 

· Attach all requested documentation to the application,

· Respond to requests from the Department for additional information as soon as possible and 

· Make sure appropriate staff are available if the Department needs to conduct a premises inspection.

	10. 
	Please note there are penalties under the Medicines and Poisons Act 2014 for providing false or misleading information when applying for a change to an existing licence or permit..

	Incomplete applications will result in processing delays


	1. General information

	  Licence or permit number to be amended:
	     

	  Name of licence or permit holder: 
	     


	2. Change without a fee

	2.1 Amend contact details:

	Postal Address: 
	     
	Suburb: 
	     
	Postcode: 
	     

	Telephone: 
	     
	Fax: 
	     

	Email :
	     

	2.2 Remove the following medicines or poisons:

	     

	

	

	Please describe how any remaining stock was disposed of:

	     

	

	

	 2.3 Remove the following premises:

	Premises name:
	     

	Address: 
	     
	Suburb: 
	     
	Postcode: 
	     

	Please describe how any remaining stock was disposed of:

	     

	

	

	  2.4 Upgrade storage or security at the following premises:

	Premises name:
	     

	Address: 
	     
	Suburb: 
	     
	Postcode: 
	     

	Describe the change to the way the medicines or poisons are stored or the change to premises security:

	     

	

	

	

	


	2.5 Addition of a drug safe or upgrading a drug safe for medicines in Schedule 8

	If the change is to upgrade or add a drug safe for storing Schedule 8 medicines please provide details of the number of human doses and drug safe details and complete all of Section 2.5.

	Medicines in Schedule 8 – please list:

	Name, strength and form of medicine
	Quantity kept on hand
	Number of human doses*

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	Total number of human doses  of Schedule 8 medicines kept on hand: 
	       

	*For divided doses (such as ampoules, tablets, capsules, patches) simply count the number regardless of strength, e.g. 1 fentanyl patch = 1 human dose. For mixtures, calculate the number using the information in the following table:

	Preparation
	Size of bottles
	Human dose
	Total doses per bottle

	Morphine mixture 2 mg per mL
	200 mL
	5 mg
	80

	Morphine mixture 5 mg per mL
	200 mL
	5 mg
	200

	Oxycodone mixture 1 mg per mL
	250 mL
	5 mg
	50

	Hydromorphone mixture 1 mg per mL
	473 mL
	2 mg
	237

	Codeine linctus 5 mg per mL
	100 mL
	5 mL
	20

	2.5.1 Number of human doses of Schedule 8 medicines and  drug safe requirements

	The number of human doses of Schedule 8 medicines stored at the premises will dictate safe requirements.

	Guidance on number of human doses for Schedule 8 medicines and drug safe requirements

	Number of human doses
	Compliant drug safe
	Motion detector 1

	If ≤ 250
	Small
	Not required

	Between 251- 500
	Small
	Required

	If > 500
	Large
	Required

	1 Drug safe must be covered by a movement detector attached to a continuosly monitired alarm system

Small drug  safe specifications  compliant with the  Medicine and Poisons Regulations 2016 is attached at Appendix  A 

Guidance notes are also found at:  https://ww2.health.wa.gov.au/Articles/S_T/Storage-of-Schedule-8-medicines
If a large drug safe is required, you must contact the Department for advice at: mprb@health.wa.gov.au 

	*Safes purchased from general hardware or office suppliers are usually not suitable for the storage of medicines 

	Check to confirm the number of human doses of Schedule 8 medicines that  will be stored in the drug safe:

	
	≤ 250 
	
	251- 500
	
	>500


	2.5.2 Storage of medicines in a small drug safe 

	Schedule 8 small drug safe  make and model number: 
	     

	What is the safe bolted to: 
	  Concrete floor
	  Brick wall
	  Other, describe: 
	     

	  
	If the safe is not bolted to a concrete floor or brick wall, please check to confirm that the safe is bolted to a structural element of the building such as a steel beam or floor joist.

	  
	Check to confirm that if more than 250 doses of Schedule 8 medicines are stored, it is covered by a movement    detector attached to a continuously monitored alarm system.

	For a small drug/pharmacy safe, please attach photos  as described below:

	1. One with the door closed.

2. One with the door open, with a ruler held against the door edge to show the thickness of the door plate,

3. One showing how the safe has been bolted into place with four bolts,

4. If more than 250 doses of Schedule 8 medicines will be stored, please attach photos showing location of motion detector/s in relation to the safe.


	2.5.3 Recording and inventory of medicines in Schedule 8

	Please indicate how records of administration only  of medicines in Schedule 8 are maintained:

	Schedule 8: 
	Patient notes
	 Yes
	 No

	
	Paper Schedule 8 register – HA14
	 Yes
	 No

	
	Department of Health approved Electronic Schedule 8 register
	 Yes
	 No

	If using an approved electronic Schedule 8 register, please provide the brand and/or vendor:
	     

	How often will an inventory (balance check) be taken of each 
Schedule 8 medicine and recorded in the Schedule 8 Register?
	     

	How long will records of administration of medicines in Schedule 8 be kept for?
	     

	For more  information, visit: https://ww2.health.wa.gov.au/Articles/N_R/Recording-S8-and-S9-transactions

	2.5.4  Disposal / destruction of medicines in Schedule 8 

	Please indicate how expired or substandard medicines in Schedule 8 are destroyed and disposed:

	 Taken to a pharmacy
	 Returned to permit holder 
	 Destroyed at premises


	If the Schedule 8 medicine is destroyed at the premises,  please describe: 

	a) who  will conduct and  witness the destruction:

	

	

	b) how the Schedule 8 medicine  will  be made unidentifiable and unusable and how  you ensure that the medicine will be  incinerated  by a licenced clinical waste disposal service:

	

	

	

	 For more information please visit:: https://ww2.health.wa.gov.au/Articles/A_E/Disposal-of-medicines


	2.5.5  Loss or theft of Schedule 8 medicines

	Please describe how any loss or theft of medicines in Schedule  8 will reported to the WA Health Department:

	

	

	For more  information, visit: https://ww2.health.wa.gov.au/Articles/N_R/Reporting-loss-or-theft-of-medicines-and-poisons


	3. Changes with a fee

	3.1 Change of individual licence or permit holder

	Name of incoming licence or permit holder:

	Title:
	     
	Forename(s):
	     
	Surname:
	     

	The abovenamed person must complete the Personal Information Form: Identification, Fitness and Probity

	

	3.2 Change of corporate officer 
Note: Only applicable if the permit has been issued to a  body corporate or  company and not to an individual person

	Name of incoming corporate officer:

	Title:
	     
	Forename(s):
	     
	Surname:
	     

	Position:
	 Director
	 CEO
	 CFO 
	 Company secretary

	Note: The incoming corporate officer must complete a Personal Information Form: Identification, Fitness and Probity.

	Name of outgoing corporate officer:

	Title:
	     
	Forename(s):
	     
	Surname:
	     

	Please attach a copy of the Current and Historical Company Extract from ASIC which includes details of all past and current corporate officers.

	

	3.3 Change to a person responsible for  premises (payment required for wholesaler’s/manufacturer’s licence ONLY)

	Premises name:
	     

	Address: 
	     
	Suburb: 
	     
	Postcode: 
	     

	Name of new responsible person for this premises:

	Title:
	     
	Forename(s):
	     
	Surname:
	     

	The new responsible person must complete the Personal Information Form: Identification, Fitness and Probity

	

	3.4 Change in the physical location of a premises 

	(please also complete relevant sections of the licence or permit application form for the existing licence or permit type)

	Current address of premises:

	Premises name:
	     

	Address: 
	     
	Suburb: 
	     
	Postcode: 
	     

	New address of premises:

	Premises name:
	     

	Address: 
	     
	Suburb: 
	     
	Postcode: 
	     

	Telephone:
	     
	Fax:
	     
	Email:
	     

	Date of possession of the premises (settlement date/lease commencement/handover of building):
	      

	Note: Licence will be issued with “Valid from” date on or after this date.

	


	3.4.1 Location of new premises 

	· Location of premises:
	 Commercial
	 Industrial
	 Residential
	 Rural

	
	 Other – please specify:
	

	Premises purpose as approved by Local Government:
	

	· If the premises is residential, please attach evidence of local government approval to operate the service/practise/business  from the premises or advice that approval is not required. 
· Note: Local government will be asked to comment on applications where the premises address is residential and may be asked to comment on applications in general. This may increase processing time.


	3.5 Addition of a new premises 

	(please also complete relevant sections of the licence or permit application form for the existing licence or permit type)

	Premises name:(if applicable) 
	     

	Premises Address: 
	     
	Suburb: 
	     
	Postcode: 
	     

	Telephone:
	     
	Fax:
	     
	Email:
	     

	Date of possession of the premises (settlement date/lease commencement/handover of building):
	      

	Note: Licence or permit will be issued with “Valid from” date on or after this date.

	3.5.1 Location of  new added premises

	· Location of premises:
	 Commercial
	 Industrial
	 Residential
	 Rural

	
	 Other – please specify:
	

	Premises purpose as approved by Local Government:
	

	· If the premises is residential, please attach evidence of local government approval to operate the service/practice/business from the premises or advice that approval is not required. 
· Note: Local government will be asked to comment on applications where the premises address is residential and may be asked to comment on applications. This may increase processing time.

	3.5.2 Person responsible for the added premises 

	Title:
	     
	Forename(s):
	     
	Surname:
	     

	  If the responsible person is different from the permit holder, attach the completed Personal Information Form:     

  Identification, Fitness and Probity for the individual responsible person. 

	3.5.3 Medicines or poisons to be stored at the added premises 

	 Schedule 2
	 Schedule 4
	  Schedule 8 (list individual S8 items required in following table) 

	 Schedule 3
	 Schedule 7
	  Individual medicines or poisons (list required substances in following table)

	*List of Schedule 8  medicines or individual medicines or poisons required: please see Section 2.5 for drug safe requirements for S8 medicines

	Medicine or poison
	Strength and form
	Approximate quantity to be held at premises

	     
	     
	     

	     
	     
	     

	     
	     
	     

	
	
	

	
	
	


	 3.6 Addition of medicines or poisons to an existing premises 

	(please also complete relevant sections of the licence or permit application form for the existing licence or permit type)

	Premises name:
	     

	Address: 
	     
	Suburb: 
	     
	Postcode: 
	     

	  Medicines or poisons to be added to this premises:

	  Schedule 2
	 Schedule 4
	  Schedule 8 (list individual S8 items required in following table)* 

	  Schedule 3
	 Schedule 7
	  Individual medicines or poisons (list required substances in following table)*

	*List of Schedule 8 medicines or individual medicines or poisons required:
 If medicines in Schedule 8 are being added to the permit, please complete all of Section 2.5 

	Medicine or poison
	Strength and form
	Approximate quantity to be held at premises

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	Will the medicines or poisons be supplied or used for the same      purpose as other medicines or poisons on the licence or permit?
	 Yes
	 No

	  If no, please describe the purpose for which the medicines or poisons will be supplied or used:

	      

	

	

	  Note: Some variations in the conditions of supply or use will require a new application and issue of a different permit or licence type.

	

	 3.7 Variation in the activities undertaken under the licence or permit, including the use of the     

       medicines or poisons

	        Please describe the proposed change in the way the medicines or poisons will be supplied or used:

	      

	

	

	Note: Some variations in the conditions of supply or use will require a new application and issue of a different licence or permit type.

	

	 3.8 Change of business or trading name without any change of the legal entity

	 Previous business or trading name:
	     

	 New business or trading name:
	     

	 Attach a copy of the Current and Historical Business Name Extract from ASIC 

	 Australian Business Number (if applicable):
	     


	4. Declaration

	I am the:
	 current licence or permit holder
	 incoming licence or permit holder

	If the current licence or permit holder cannot sign please provide reason:

	     

	

	

	I (provide full name): 
	     

	of (provide full address):
	     

	hereby declare: 

	i. 
	The information contained in this application form is true and correct

	ii. 
	I am aware that penalties apply under the Medicines and Poisons Act 2014 for providing false or misleading information in this application. 

	Signature: 
	     
	Date: 
	     


	Checklist: Please ensure all the appropriate requested documentation is attached.

	

	 
	Photos of the small drug safe if applicable (Section 2.5.2)

	
	Completed and signed  copy of the Personal Information-Form if applicable(Section 3.1, 3,2, 3.3, 3.5.2)

	
	Copy of the Current and Historical Company Extract from ASIC  (Section 3.2)

	
	Copy of the Current and Historical Business Name Extract  from ASIC if applicable (Section 3.8)

	
	Declaration signed and dated (Section 4)

	
	Payment details complete at end of document 

	
	


	Payment (where required)

	Fee: $83

	 Cheque or money order – made payable to DEPARTMENT OF HEALTH

	 Credit Card – American Express and Diners not accepted

	Card type: 
	 MasterCard
	 Visa 

	Name on card: 
	     
	Card number: 
	      

	Expiry date: 
	     
	Amount: 
	 $83

	Signature of cardholder: 
	     
	Date: 
	     

	
	Direct debit to bank

	
	Please quote Licence or Permit number in the reference.  

	Bank: Commonwealth Bank 
	BSB: 066 040 
	Account number : 13300018
	Amount: 
	 $83

	Receipt Number: 
	     
	Payment date: 
	     

	


APPENDIX A
The requirements for a small drug safe are set out in the Table.

Table

	
	Requirements

	Cabinet/body
	Must be made from solid steel plate at least 10 mm thick or a steel skin with concrete fill at least 50 mm thick

All joints must be continuously welded

	Door
	Must be made from solid steel plate at least 10 mm thick or a steel skin with concrete fill at least 50 mm thick

Must be fitted flush to the cabinet/body with a maximum clearance of 1.5 mm when closed

Hinge system must be a system that does not allow the door to be opened if the hinge is removed

	Lock
	Must be a 6 lever key lock or a 4 wheel combination lock or a digital lock that provides security that is equivalent to a 6 lever key lock or 4 wheel combination lock

	Mounting
	Must be mounted on a concrete floor or a brick or concrete wall with at least 4 expanding bolts of at least 12 mm in diameter

If mounting on a concrete floor or a brick or concrete wall is not possible must be securely mounted on structural elements of the building such as studs or floor joists


For enquiries or assistance contact:  Medicines and Poisons Regulation Branch

Tel: 9222 6883 Email: MPRB@health.wa.gov.au
MP00029.4
Please post completed form to: Corporate Services Directorate, Department of Health
GPO Box 8172, Perth Business Centre WA 6849
MP00029.3

Payment Enquiries: (08) 9222 2394
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