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	PLEASE READ INSTRUCTIONS BEFORE COMPLETING FORM

	1. 
	This form is for new applications for a licence to supply medicines or poisons by wholesale, including manufacturing of medicines and poisons.  If you require an Indent licence (your business will be approving sales of medicines or poisons but will not be physically handling the medicines or poisons), please complete the licence application for an Indent licence.  If you will be supplying Schedule 9 poisons, please contact the Medicines and Poisons Regulation Branch via email:  MPRB@health.wa.gov.au.
To request a change to an existing licence, please complete an Application to Change a Licence or Permit, available at:  https://ww2.health.wa.gov.au/Articles/A_E/Application-forms-for-Licences-and-Permits.



	2. 
	Applicants must complete a Personal Information Form: Identification, Fitness and Probity. If the licence is to be issued to a partnership, each partner must complete the personal information form. If the licence 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.


	3. 
	A responsible person must be nominated for each premises on the licence. Each nominated responsible person must complete a Personal Information Form: Identification, Fitness and Probity. 



	4. 
	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.



	5. 
	If the licence 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 licence is not issued, the applicant will be provided with details of the reasons in writing and the licence fee will be refunded. The application fee is non-refundable.


	6. 
	There are penalties under the Medicines and Poisons Act 2014 for providing false or misleading information.


	7. 
	If the licence is issued, it is the responsibility of the applicant (licence holder) to ensure compliance with the Medicines and Poisons Act 2014, the Medicines and Poisons Regulations 2016 and any conditions placed on the licence.


	8. 
	Compliance with the Australian code of good wholesaling practice for medicines in schedules 2, 3, 4 & 8 is required for licences dealing with human medicines.


	9. 
	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 Licence does not imply approval or otherwise of the SOP.

	Incomplete applications will result in processing delays



	1. Application details  

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

	Business or trading name: 
	     

	Title: 
	     
	Forename/s:
	     
	Surname: 
	     

	Position in business:
	     

	Postal address:
	     
	Suburb: 
	     
	Postcode: 
	     

	Telephone:
	     
	Fax: 
	      
	Email: 
	     

	Note: Applicant should have authority within the business to determine policies and procedures in relation to handling of medicines and poisons on the licence. 

	Licence to be issued to: 

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

	· Attach the completed Personal Information Form: Identification, Fitness and Probity for the abovenamed 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 Licence 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 of licence 

	 FORMCHECKBOX 
 Manufacturing and wholesaling 
	 FORMCHECKBOX 
 Wholesaling only 

	Type of manufacturing/wholesaling: 

	 FORMCHECKBOX 
 Bulk industrial chemicals
	 FORMCHECKBOX 
 Pre-packaged industrial chemicals
	 FORMCHECKBOX 
 Pesticides/agricultural chemicals

	 FORMCHECKBOX 
 Human medicines
	 FORMCHECKBOX 
 Veterinary drugs 
	

	 FORMCHECKBOX 
 Other, specify below:

	

	

	

	


	3. Premises and security details 

	3.1 Premises details

	Premises name (if applicable):
	     

	Street 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.

	

	  3.2  Person responsible for premises

	Title:
	     
	Forename(s):
	     
	Surname:
	     

	If the responsible person is different from the licence holder, attach the completed Personal Information Form: Identification, Fitness and Probity for the abovenamed responsible person.

	

	  3.3  Location of premises

	· Location of premises:
	 FORMCHECKBOX 
 Commercial 
	 FORMCHECKBOX 
 Industrial 
	 FORMCHECKBOX 
 Residential 
	 FORMCHECKBOX 
 Rural 

	
	 FORMCHECKBOX 
 Other- please specify:
	     

	Premises purpose as approved by Local Government: 
	     

	

	· If the premises is residential, please attach evidence of local government approval to operate a wholesale/manufacturing business from the premises or advice that approval is not required. Local government may be asked to comment on applications 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
	 FORMCHECKBOX 
 Electrified perimeter fence with lockable gate

	 Other – please describe:
	     

	  3.5 Liquid spills 

	Are liquid poisons and medicines or just poisons stored in a bunded area? 
	  FORMCHECKBOX 
 Yes 
	  FORMCHECKBOX 
 No 

	 FORMCHECKBOX 

	Check to confirm that there is a Standard Operating Procedure for managing a spill clean-up and first aid. 


	4. Poisons required

	Poisons schedule/s:
	 FORMCHECKBOX 
 Schedule 2
	 FORMCHECKBOX 
 Schedule 3
	 FORMCHECKBOX 
 Schedule 4
	 FORMCHECKBOX 
 Schedule 7
	 FORMCHECKBOX 
 Schedule 8

	If the business is supplying individual products rather than multiple products within a schedule, please list below:

	     
	     

	
	

	
	

	
	

	
	

	· Note: If supplying Schedule 7 poisons:  Consult- Notices issued under Section 72 of the Medicines and Poisons Act 2014 at   https://ww2.health.wa.gov.au/Articles/N_R/Notices-Section-72


	4.1  Storage of medicines in Schedule 8 

	 FORMCHECKBOX 

	Check to confirm that Schedule 8 medicines are stored in a strong room with a motion detection device.

	4.2 Motion detection device 

	 FORMCHECKBOX 

	Check to confirm that the motion detector covering the strongroom is linked to a continuously monitored alarm system.

	
	Is the continuously  monitored alarm system compliant with AS 2201.3‑1991
Intruder alarm systems, Part 3: Detection devices for internal use.
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	If No, is the motion detector device compliant with any other standard?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	If Yes, please indicate the standard used:
	     

	

	  4.3 Strongroom

	

	Is the strongroom compliant with Resistance Grade VII of 
ANZ Standard 3809:1998 Safes and Strong Rooms?  
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	If No, is the strongroom compliant with other relevant Standard?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	If Yes, please indicate the Standard and rating used:
	     

	Note: Depending on the quantity of Schedule 8 medicines stored, the Department may approve a safe for storage rather than a strongroom. If you wish to install a safe instead of strong room, you must seek approval from the Department of Health.

	  4.4  Photos of  strong room and motion detection device

	Please attach the following photos of the strongroom showing:

	1. The outside of the strong room with the door closed.
2. The outside of the strongroom with the door open.
3. The inside of the strong room.
4. The  location of the motion detection device in relation to the strong room.


	This premises is:
	 FORMCHECKBOX 
 ready for inspection now
	 FORMCHECKBOX 
 will be ready for inspection after :
	     


	5. Stock control procedures

	Please confirm the wholesale/manufacturing business has the following Standard Operating Procedures (SOP):

	 
	SOP for ensuring medicines or poisons are stored at correct temperatures. SOP must support the following  requirements:

	a) All scheduled medicines and poisons are stored at the correct temperature nominated by the manufacturer.

	b) Pharmaceuticals are stored according to the Australian Code of Good Wholesaling Practice for Medicines in Schedules 2, 3, 4 & 8. 

	

	 
	SOP ensuring that stock returned from customers or substandard stock is quarantined. SOP must support the
following requirements:

	a) Returned or substandard stock is kept in designated quarantine area, appropriately labelled and accounted for.

	b) Returned or substandard stock is returned to manufacturer or destroyed. All pharmaceutical stock is incinerated by a licenced controlled waste disposal company.

	c) Returned or substandard pharmaceutical stock is managed according  to the Australian Code of Good Wholesaling Practice for Medicines in Schedules 2, 3, 4 & 8.

	

	 
	SOP addressing manufacturer recalls. SOP must support the following requirements:

	a) For pharmaceuticals, manufacturer recalls are managed according to the Australian Code of Good Wholesaling Practice for Medicines in Schedules 2, 3, 4 & 8

	

	 
	SOP for recording supply of medicines and poisons to customers, including use of Schedule 8 Registers if  
 applicable. SOP must support the following requirements:

	a) If wholesaling Schedules 2, 3, and 4 medicines, recording complies with Regulation 78 of the WA Medicines and Poisons Regulations 2016.

	b) If wholesaling Schedule 7 poisons, recording complies with Regulation 78 of the WA Medicines and Poisons Regulations 2016 and the SUSMP Part 2 Section 5 (1).

	c) If wholesaling Schedule 8 medicines, recording complies with Regulation 144 of the WA Medicines and Poisons Regulations 2016.

	

	 
	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) An inventory for Scheule 8 medicines is conducted according to Regulations 144 and 148 of the WA Medicines and Poisons Regulations 2016.

	

	
	SOP for reporting loss or theft of stock, to licence holder and WA Department of Health. SOP must support the following requirements

	a) Loss or theft of S4, S7 and S8 medicines are reported to the WA Department of Health according to Regulation 106 of the WA Medicines and Poisons Regulations 2016.


	6. Access and authorisation 

	Please confirm the wholesale/manufacturing business has the following Standard Operating Procedures (SOP):  

	 
	SOP for preventing unauthorised staff from accessing medicines and poisons. SOP must support the following  requirements:

	a) If wholesaling medicines, managing access to medicines is managed according to the Australian Code of Good Wholesaling Practice for Medicines in Schedules 2, 3, 4 & 8.

	

	 
	SOP for ensuring only authorised persons, are supplied with the approved quantity of Scheduled medicines
and poisons listed on their licence or permit. SOP must support the following requirements:

	a) If wholesaling Schedule 4 and 8 medicines, the wholesaler complies with Regulation 77 of the WA Medicines and Poisons Regulations 2016.

	b) If wholesaling Scheduled 7 poisons, the wholesaler complies with Regulation 78 of the WA Medicines and Poisons Regulations 2016 and SUSMP Part 2 Section 5(1)(e).


	7. Transport and collection 

	a) Check all transport/collection methods that apply:

	 FORMCHECKBOX 
 
	Calling orders
	  FORMCHECKBOX 
 Delivery using company employees
	  FORMCHECKBOX 
 Delivery using courier service

	 FORMCHECKBOX 

	If delivery is by company employees, please check to confirm that drivers delivering Schedule 4, Schedule 7 and Schedule 8 poisons have provided a National Police Certificate.

	b) Please confirm the wholesale/manufacturing business has the following Standard Operating Procedures (SOP) for transport and collection: 

	
	SOP for ensuring that the person collecting an order (calling orders) is authorised to do so. SOP must support the following requirements:

	a) If wholesaling medicines, ensuring a person collecting a caller order is authorised to do so is managed according to the Australian Code of Good Wholesaling Practice for Medicines in Schedules 2, 3, 4 & 8.

	b) If wholesaling poisons in Schedule 7, the bona fides of the person calling for the products is checked and the reason for the calling order is documented.  

	

	
	SOP for ensuring that orders are only delivered to an authorised site. SOP must support the following
 requirements:

	a) Delivery is only made to the premises listed on the permit/licence.


	8. Disposal 

	 
	Please confirm the wholesale/manufacturing business has a Standard Operating Procedure (SOP) for the disposal of unused, excess or unsaleable stock, including Schedule 8 medicines if applicable. SOP must support the following requirements:

	a) Disposing of unused, excess or unsaleable stock of medicines in Schedule 8 complies with Regulation 145 of the WA Medicines and Poisons Regulations 2016 and the Australian Code of Good Wholesaling Practice for Medicines in Schedules 2, 3, 4 & 8.

	b) Disposing of unused, excess or unsaleable stock of medicines in Schedule 2, 3 and 4 is conducted according to the Australian Code of Good Wholesaling Practice for Medicines in Schedules 2, 3, 4 & 8.

	c) Disposing of unused, excess or unsaleable stock of poisons in Schedule 7 is conducted according to the recommendations of the manufacturer.


	9.   Multiple premises    

	Will scheduled medicines be stored at multiple sites under this licence? 
	 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 licence.

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


	10. Declaration by applicant

	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 for Licence holder (Section 1)

	
	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 License  is to be issued to a body corporate or a company (Section 1) 

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

	
	Photos of the strong room and motion detection device if applicable   (Section 4.4)

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

	
	Declaration signed and dated (Section 10)

	
	Payment details complete at end of document


	Payment

	Fee: $572

	Comprising non-refundable application fee $312 and 1 year licence fee $260.

Licence fee only will be refunded if licence 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: 
	 $572

	Signature of cardholder: 
	     
	Date: 
	     

	
	Direct debit to bank

	Bank: Commonwealth Bank 
	BSB: 066 040 
	Account number : 13300018
	Amount: 
	 $572

	Receipt Number: 
	     
	Payment date: 
	     

	


For enquiries or assistance contact:  Medicines and Poisons Regulation Branch
 MP00033.3
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
MP00033.3
Payment enquiries: (08) 9222 2394
General Enquiries: (08) 9222 6883
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