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Production questionnaire: Medicinal cannabis plant parts other than seeds
[bookmark: _Hlk78894411]Form approved under the Biosecurity Act 2015
Section A: General information 
	Purpose of this form
	This form is for completion by facilities involved in the manufacture and export of Medicinal cannabis plant parts other than seeds to Australia for human therapeutic purposes. Submit this form at the same time or following lodgement of the import permit application.


	The completed form must include

	English language versions of:
☐ relevant quality assurance and compliance certification
☐ flowchart showing the product manufacturing process
☐ a sample product label or tag.
All documentation supplied in support of an import permit application is required to meet the department’s minimum documentary and import declaration requirements policy

	More information
	Phone 1800 900 090 (within Australia)
             +61 3 8318 6700 (outside Australia)
Email imports@aff.gov.au 
Web agriculture.gov.au







[bookmark: _Hlk79052640][bookmark: _Hlk78894476]								
Section B: Reasons for the application for an approved supplier
1. What are the reasons why the product cannot be subjected to pre-export phytosanitary inspection and certified with a phytosanitary certificate?
																																										
																					

Section C: Facility details
[bookmark: _Hlk78894707][bookmark: _Hlk78895005]Where is the product manufactured? (Please provide name and address of the facility)
	Facility name
	

	Address:
(Include City and Country)

	 

	Phone: 	
	

	Email:
	

	Authorised person to sign this form (must be an employee of the facility)
	Full name: 
	Position in company/Job title



Section D: Product details
[bookmark: _Hlk78895402]Product name(s): 																	
What form is the product in e.g. whole flower, milled? 														
Where is the cannabis plant grown (country of origin)? 														
Where is the product exported to Australia from (country of export)? 												
[bookmark: _Hlk113949636]
Does the manufacturing facility store, handle or process whole seeds and/or grains or any other material or products of plant, animal or microbial origin?
i The presence of whole seeds and/or grains or other material or product on site can be a source of contamination of product destined for the Australian market. A biosecurity risk assessment will include a review of measures that are in place to mitigate this risk.
	☐ No. Continue to question 8.
☐ Yes. Provide details below. (Insert additional rows if required)

	



	Name of the whole seed/ grain or other material / products of plant, animal or microbial origin 
(e.g. wheat, maize, soybeans, etc.)
	Country of origin

	
	

	
	

	
	

	
	

	
	

	
	





Section E: Manufacturing process
[bookmark: _Hlk78896623]Attach a flow chart of production and/or provide a detailed description of the manufacturing process below. 
Include in the description a reference to all facilities involved in the supply chain, including cannabis growing, harvest, quality check, and storage at growers sites and receiving, quality check, drying/processing, packaging, and storage at manufacturers’ site etc.
i Manufacturing processes may include heat and/or chemical treatments that can have a noxious effect on any contaminating infectious agents. A detailed assessment of treatment processes as they relate to individual ingredients in a product can change conditions required to mitigate biosecurity risk or change the outcome of the biosecurity risk assessment. Supporting documents must be signed and dated within 6 months of the date of application submission.
	



Has the product been treated using heat and/or pressure during the manufacturing process?
	☐ No.

	☐ Yes. Provide details below, including:
a) Equipment used, such as batch heater or conveyor system.
b) The type of heat applied (i.e. moist or dry heat).
c) Minimum core temperatures of the product (in degrees Celsius or Fahrenheit) and the duration (hours, minutes) the product is held at this temperature.
d) The water content of the product at the beginning and end of each heating step.



[bookmark: _Hlk158799111]																																										
																					

Has the product been subjected to mechanical treatment/s during the manufacturing process (i.e., accepted mesh or particle size)?
i The department requires this information to assess whether the biosecurity risk, particularly with respect to the viability of any seeds or grains, has been effectively managed through mechanical processing where an ingredient has not undergone sufficient thermal or chemical processing.
	☐ No.

	☐ Yes. Provide details below.



																																										

[bookmark: _Hlk78964241]Section F: Packaging and export
Is the finished product packaged ready for export at the manufacturing facility? 
i The potential for goods to be contaminated after any treatment processes is a critical part of the biosecurity risk assessment. 
☐ No. Then provide details regarding how the finished product is stored until packaged ready for export
________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
☐ Yes. 

What is the volume of each individually packaged unit? 
Please specify size e.g. 250g retail-ready bags, 5-20kg lined bags?

The product will be subject to inspection on arrival in Australia, will the packaging integrity be significantly impacted by the inspection?
	What kind of packaging is the product in? Please provide details of the packaging size, weight, and any treatments such as vacuum sealing, gas flushing. 
																								




Does this product have a label or tag?
	☐ Yes. Attach a copy of the label or tag in the box below or as an additional document.

	☐ No. Explain how the product can be visually identified in the box below.



	[bookmark: _Hlk129187266]




Prior to export to Australia, is the product handled, stored or packaged at a facility that is not the manufacturing facility or the wharf at the point of export?
i Where there are multiple facilities that handle, store or package the final product, the likelihood of cross-contamination can increase. The department requires this information to ensure the import conditions accurately reflect the movement of the goods post-processing.
	☐ Yes. 

	☐ No.





[bookmark: _Hlk78964473]
Section G: Quality assurance and compliance certification
Is the manufacturing facility certified compliant with a code of Good Manufacturing Practice (GMP) and/or other quality management system (e.g. GMP+, ISO, HACCP, government registration, licenses)?
	☐ Yes. Provide copies of these certificates. 

	☐ No. Provide details of internal quality management systems in place at the manufacturing facility below:


	NOTE: This can include an excerpt from the quality manual, or a list of standard operating procedures relating to quality assurance, quality control and change control.







[bookmark: _Hlk78964480]






Section H: Authorised person’s declaration 
To be completed by the authorised person listed in Section C of this questionnaire. 
I declare that the information I have provided is true and correct. I understand that giving false or misleading information is a serious offence.
I will notify the Australian Government Department of Agriculture, Fisheries and Forestry as soon as possible if I become aware that the information I have provided is incomplete or incorrect.

I have read and understood the privacy notice and privacy policy.


Signature 									

Date (dd/mm/yyyy) 									

Full name 									
[bookmark: _Section_I:_Privacy]
Section I: Privacy notice
‘Personal information’ means information or an opinion about an identified, or reasonably identifiable, individual. ‘Personal information’ that is collected under or in accordance with the Biosecurity Act 2015 is also ‘protected information’ under the Act.
The Department of Agriculture, Fisheries and Forestry collects your ‘protected information’, including personal information in relation to this form, as required under the Biosecurity Act for the purposes of determining import conditions for your animal feed and related purposes. If you fail to provide some or all of the relevant personal information requested in this form, the department may be unable to process the import permit application that relates to this form. Information collected by the department will only be used or disclosed as authorised under the Biosecurity Act and under other relevant laws, particularly the Privacy Act 1988. Your personal information will be used and stored in accordance with the Australian Privacy Principles.
The department may disclose your personal information to other Australian Government agencies, persons or organisations. It will not usually be disclosed overseas. In every case it will only be disclosed if authorised by the Biosecurity Act.
See our privacy policy web page to learn more about accessing or correcting personal information or making a complaint. Alternatively, telephone the department on +61 6272 3933 (or +61 3 8318 6700 outside Australia).
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