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	PLEASE READ INSTRUCTIONS BEFORE COMPLETING FORM

	1. 
	This application form is for a new permit for a health service to obtain medicines for the treatment of patients of the service. Please only use this application form if a more specific application form is not available. To request a change to an existing permit, please complete a Permit Amendment form, available at: https://ww2.health.wa.gov.au/Articles/A_E/Application-forms-for-Licences-and-Permits


	2. 
	A person must be nominated as having overall responsibility for each premises to be included on the permit. Where an individual will hold the permit on behalf of the health service, they can also be the person nominated as having overall responsibility at any or all of the premises.


	3. 
	Individual applicants and persons nominated to have overall responsibility for a premises must be registered through the Australian Health Practitioners Regulation Agency (AHPRA) and have authority to possess and administer scheduled medicines under the Medicines and Poisons legislation. Suitable applicants include medical practitioners, registered nurses, midwives, endorsed podiatrists and endorsed optometrists.


	4. 
	Individual applicants and persons nominated to have overall responsibility for a premises must complete a Personal Information Form: Identification, Fitness and Probity. If the permit is to be issued to a partnership, each partner must complete the personal information form. If the permit is to be issued to a body corporate, each corporate officer (directors, company secretary, chief executive officer or general manager and chief financial officer) must complete the personal information form.



	5. 
	Depending on the activities conducted under this Permit,  you may be asked to provide further information, so that the Department of Health can make an informed decision regarding this application.

	6. 
	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,

· Ensure the application is accompanied by a completed Personal Information Form for the applicant and any persons nominated to have responsibility for a premises,

· Ensure any copies of original photo identification documents have been certified as true copies,

· 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. 



	7. 
	If the permit is issued it will expire 1 year after the date of issue. A renewal application will be mailed to the postal address approximately 2 months prior to expiry. If the permit is not issued, the applicant will be provided with details of the reasons in writing and the permit fee will be refunded. The application fee is non-refundable.



	8. 
	There are penalties under the Medicines and Poisons Act 2014 for providing false or misleading information.



	9. 
	If the permit is issued, it is the responsibility of the applicant (permit holder) to ensure compliance with the Medicines and Poisons Act 2014, the Medicines and Poisons Regulations 2016 and any conditions placed on the permit. 



	10. 
	This application requires the applicant to confirm that the business has a number of Standard Operating Procedures (SOP).  The Department may request that the SOP be made available for auditing purposes. The issuing of a Permit does not imply approval or otherwise of the SOP.



	11. 
	Please complete and sign the declaration on page 8.


	Incomplete applications will result in processing delays



	1. Applicant


	Name of Legal Entity (may be different to business or trading name):
	     

	Business or trading name: 
	     

	Title: 
	     
	Forename/s:
	     
	Surname: 
	     

	Position in business: 
	     

	Health practitioner type: 
	(Where the permit will be issued to an individual on behalf of the business the applicant must be a registered health practitioner with authority to possess and use scheduled medicines)

	 Medical practitioner
	 Nurse practitioner
	 Registered nurse
	 Midwife

	 Endorsed optometrist
	 Endorsed podiatrist
	 Other – please specify:
	     

	AHPRA registration number: 
	     

	Postal address:
	     
	Suburb: 
	     
	Postcode: 
	     

	Telephone:
	     
	Fax: 
	     
	Email: 
	     

	Permit to be issued to: 

	 Individual (on behalf of the business)  
	 Partnership
	 Body corporate or company  

	· Attach the completed Personal Information Form: Identification, Fitness and Probity for the individual person, each partner or each corporate officer as applicable.

	· If the business has a Business/Trading Name, attach a copy of certificate of Record of Registration for Business Name or Current Business Name Extract (from the Australian Securities and Investment Commission [ASIC]).

	Australian Business Number (if applicable): 
	     

	Registered business address of applicant 
	 Same as postal address shown above

	Address:
	     
	Suburb: 
	     
	Postcode: 
	     

	· If the Permit is to be issued to a body corporate or a company, attach a copy of the Current Company Extract from ASIC (which includes details of all company directors and company secretary)

	Australian Company Number (ACN)  or  Australian Registered Body Number  (ARBN), if  applicable:
	     


	2. Purpose for which the medicines are required

	   Podiatrist practice
	

	   Optometrist practice
	

	 Other – please describe:
	     


	3. Premises and security details 

	  3.1 Premises details

	Premises/practice name (if applicable):
	     

	Premises address: 
	     
	Suburb: 
	     
	Postcode:
	     

	Telephone: 
	     
	Fax: 
	     
	Email:
	     

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

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

	  3.2 Person responsible for 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. 

	Responsible person – health practitioner type: 

	 Medical practitioner
	 Nurse practitioner
	 Registered nurse
	 Midwife

	 Endorsed optometrist
	 Endorsed podiatrist
	 Other – please specify:
	     

	AHPRA registration number:
	     

	  3.3 Location of 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 this type of business from the premises or advice from local government that approval is not required. Local government may be asked to comment on the application in general. This may increase processing time.

	  3.4 Building security

	Please check all that apply: 

	 Dedicated monitored alarm system 
	 Video surveillance system (CCTV)
	 Motion detectors 

	 Perimeter fence with lockable gate
	 Other – please describe:
	     


	4. Details of staff  administering and supplying   medicines on site

	Qualifications of staff who will be administering medicines at the premises

	 Endorsed podiatrist

	 Endorsed optometrist

	 Medical practitioner

	 Nurse Practitioner

	 Other, please specify:
	     

	

	
	Please check to confirm that a recent National Police Certificate will be obtained and assessed for each person administering medicines who is not an AHPRA registered health practitioner with authority to administer medicines.


	5. Medicines required and storage 

	Please check all that apply: 

	 Schedule 2- Pharmacy medicine 
	 Schedule 3 – Pharmacist only medicine 

	 Schedule 4 – Prescription only medicine
	 Schedule 8 – Controlled drug 

	5.1 Medicines in Schedule 2, 3 and 4

	Please list the medicines required 

	Name, strength and form of medicine
	Schedule
	Approximate quantity kept on hand

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	5.2  Storage of medicines in  Schedule  2, 3, and 4

	Please check all that apply: 

	Schedules 2, 3 and 4: 
	 Locked room
	 Locked cupboard

	Schedule 2, 3, 4 – Refrigerated: 
	  Locked room with refrigerator
	  Locked refrigerator

	Please describe how  you will ensure refrigerated medicines (if applicable) are always stored at the correct temperature:

	     

	     

	     

	Note: Manual thermometers are not sufficient for continuous monitoring of the storage of temperature sensitive medicines. A refrigerator intended for vaccine storage or the use of a data logger which alarms if the temperature is outside the designated range (with downloadable data) is required.


	6. Medicines in Schedule 8

	Complete this Section if the premises will be storing Schedule 8 medicines.

	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 of doses in the bottle using the information in the following table on the next page:

	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

	

	6.1  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, please 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 

	

	6.2  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.


	7. Administration of medicines

	Check ONE of the following statements describing how the medicines will be used:

	
	Doses of medicines will only be administered to patients at the premises to be listed on the Permit OR

	
	Medicines will be stored at the premises to be listed on the Permit but doses will only be administered to patients at other locations (e.g. patient’s home, workplace) OR

	
	Administration of doses of medicines could occur at both the premises to be listed on the Permit and at a location other than the health service premises (e.g. patient’s home, workplace).

	Will medicines be supplied (often termed “dispensed”) to patients to take away from the health service, for e.g. to use at home?
	 Yes
	 No


	8. Standard Operating Procedures (SOP) for medicines management

	Please confirm the service has the following Standard Operating Procedures (SOP):

	
	SOP for ordering scheduled medicines. SOP must support the following requirements

	a) Orders must be approved by the permit holder or a registered health practitioner authorised to possess scheduled medicines who has been authorised to approve orders by the permit holder. If the permit holder does not personally authorise each order, they must regularly review the medicines being ordered for the business.

	b) Only medical practitioners, nurse practitioners, registered nurses, enrolled nurses, registered paramedics or medics should receive medicines when delivered by wholesalers. Other staff such as administration staff cannot be designated as responsible for this task.

	c) Scheduled medicines must be ordered from a licensed pharmaceutical wholesaler.

	d) Orders will be sent directly to the site by the wholesale  and If orders are not sent directly to the site by the wholesaler, the SOP must explain why and describe the alternative arrangement used:

	

	
	SOP for obtaining authorisation from a medical practitioner, nurse practitioner or other health practitioner endorsed to prescribe e.g. podiatrist or optometrist before a medicine is administered to a patient. SOP must support the following requirements:

	a) Medical practitioner  has authorised administration  via a SASA or

	b) Prescriber (medical practitioner, nurse practitioner, endorsed podiatrist, endorsed optometrist, endorsed midwife) authorises administration orally or by telephone or other electronic means.

	c) Any details given orally or by telephone or other electronic means are entered into the Patients Care Record within 24 hours by the prescriber.

	

	
	SOP for recording administration and supply of medicines. SOP must support the following requirements:

	a) When a direction is given by telephone or other electronic means by a prescriber, an entry is made into the patients’ clinical record by the prescriber within 24 hours of giving the direction. 

	b) All medicines administered or supplied (only medicines in Schedule 2, 3 and 4 can be supplied) are recorded in the patients’ medical notes.

	c) All schedule 8 medicines that are administered are also recorded in the Paper Schedule 8 register – HA14 or Department of Health approved Electronic Schedule 8 register. 

	d) A record of the administration or supply of a medicine in Schedule 4 is kept for a minimum of 2 years.

	e) A record of the administration of a medicine in Schedule 8 is kept for a minimum of 5 years

	

	
	SOP for labelling Schedule 2, 3 and 4 medicines for supply. SOP must support the following requirements

	a) A medicine in Schedule 2 or 3 is only supplied in the manufactures original pack.

	b) A medicine in Schedule 4 must be labelled for the individual patient in compliance with the Medicines and Poisons Regulations 2016. See Code of practice for Health Service Permits for Medical Treatment for details. 

	

	
	SOP for checking and recording an inventory of Schedule 8 medicines (if Schedule 8 medicines will be stored). SOP must support the following requirements:

	a) Completed by permit holder or appropriate person delegated in writing by the permit holder.

	b) Inventory for medicines in Schedule 8 will be performed at least monthly and whenever the on-site person responsible for the S8 medicines changes.

	c) Includes: date inventory is made, name, quantity and strength of S8, signed.

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

	

	
	SOP for investigating and reporting loss or theft  of Schedule 4 or 8 medicines to permit holder and WA       

 Department of Health. SOP must support the following requirements:

	a) Notifying Department of Health if loss or theft involves medicines in Schedule 4 or 8.

	b) WA police notified immediately if it appears that Schedule 8 medicines have been stolen.

	c) Notifying the permit holder.

	d) Reporting is completed by permit holder or appropriate person delegated in writing by the permit holder.

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

	

	
	SOP for checking and managing expired and/or substandard medicines.  SOP must support the following requirements:

	a) Completed by permit holder or delegated by permit holder in writing to appropriate staff.

	b) Stocktakes are undertaken regularly, and short dated stock flagged

	· For Medicines in Schedule 2,3 and 4

· Expired and damaged  stock are isolated and labelled so they are not used

· Taken to pharmacy or placed in a drug waste container which is taken by controlled waste management contractor for incineration.

	c) For medicines in Schedule 8 ( if Schedule 8 medicines are required):

· Stock is isolated and labelled for destruction

· Taken to pharmacy or.

· If destroyed at premises: 
· Kept in safe until authorised person is available to witness destruction.
· Destroyed by making medicine unidentifiable and chemically or physically unusable.

· Transferred to drug waste bin  and taken by controlled waste management contractor for incineration OR

· Only placed in sharps container, if it is certain that it is incinerated.

· Written out of register when taken to pharmacy or destroyed.

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

	

	
	SOP for implementing a pharmaceutical sponsor or supplier consumer level product recall. SOP must support the following requirements:

	a) Recall notice checked against stock and affected stock quarantined and labelled appropriately

	b) Incoming stock is monitored. 

	c) Checking if recalled medications have been supplied and request they be returned.


	9.   Multiple premises    

	Will scheduled medicines be stored at multiple sites under this permit? 
	 Yes
	 No 

	If yes, will the responses to Section 2,4,5,6,7 and 8 be  the same for the other premises as for the premises named in Section 3.1 of this application:

	 Yes
	 No

	  If yes, complete and attach Section 3 only for the other premises to be listed on this permit.

	  If no, complete and attach all sections except for Section 1 for the other premises to be listed on this permit.


	10. Declaration

	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 of applicant: 
	     
	Date: 
	     

	Witnessed by:



	     
	
	     

	(Signature of Witness)
	(Name of Witness)


Please see checklist on next page

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

	

	 
	Completed  Personal Information Form, Fitness and Probity  for the  individual  Permit holder, each partner or each corporate officer as applicable (Section1)

	
	Copy of Record of Registration for  Business Name OR Current Business Name Extract if the business has a Business or Trading Name (Section 1)

	
	Copy of  Current Company Extract if the Permit is to be issued to a body corporate or a company (Section 1)

	
	Completed Personal Information-Form for responsible person if different from the Permit holder (Section 3.2)

	
	Copy of authorisation from local government to operate this type of business, if the  premises is residential, or advice that approval is not required (Section 3.3)

	
	Photos of the small drug safe  if applicable ( Section 5.2)

	
	Copy of  relevant sections if  there are multiple premises (Section 9)

	
	Declaration signed and dated (Section 10) 

	
	Payment details complete at the end of document.


	

	Payment

	Fee: $362

	 Comprising non-refundable application fee $207 and 1 year permit fee $155.

 Permit fee only will be refunded if permit is not issued.

	  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: 
	 $362

	Signature of cardholder: 
	     
	Date: 
	     

	 
	Direct debit to bank

	Bank: Commonwealth Bank 
	BSB: 066 040 
	Account number : 13300018
	Amount: 
	 $362

	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
 MP00038.4

Tel: (08) 9222 6883 Email: MPRB@health.wa.gov.au 
                                                                       
Please post completed form to: Corporate Services Directorate, Department of Health
GPO Box 8172, Perth Business Centre WA 6849
MP00038.4
Payment enquiries: (08) 9222 2394              General Enquiries: (08) 9222 6883
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