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[bookmark: _Toc107829916]Introduction
This document provides guidance on the process for submitting an application for a medicinal cannabis permit under the Narcotic Drugs Act 1967 (the Narcotic Drugs Act). It is intended for use by existing medicinal cannabis licence holders to assist in the process of applying for a permit for manufacture activities. The permit application form is available on the ODC website: www.odc.gov.au.
If a medicinal cannabis licence authorises manufacture activities for medicinal or scientific purposes, the licence holder can apply for a permit to manufacture a cannabis drug. Permits will be issued on a ‘per activity, per site’ basis, and will generally have a maximum validity period of twelve months from date of grant.
Licence holders should read their licence conditions carefully before applying for a permit to ensure authorisation to undertake the particular activities being applied for in the permit. If the licence includes a condition that limits the intended activity or includes a condition that must be met prior to submitting a permit application, a licence variation may be required.
[bookmark: _Toc83240763]Note: The Narcotic Drugs Act authorises the delegate to make a range of decisions and take a number of different actions in relation to licences and permits authorised under the Narcotic Drugs Act. In practice, the delegate works within the Office of Drug Control (ODC), part of the Department of Health and Aged Care. This document generally refers to the ODC, as the ODC administers the Narcotic Drugs Act, however, it is a delegate who makes decisions on particular applications and licences.
[bookmark: _Toc107829917]Glossary
This guideline uses some terms that are defined in the Narcotic Drugs Act, Narcotic Drugs Regulation 2016 (Narcotic Drugs Regulation), and the Single Convention on Narcotic Drugs 1961 as amended (Single Convention). Where a term defined in those instruments is repeated below it is included for convenience only. In the case of any inconsistency, the term as defined in the Narcotic Drugs Act or Narcotic Drugs Regulation applies.
[bookmark: _Hlk90650221]Cannabis means the flowering or fruiting tops of the cannabis plant (excluding the seeds and leaves when not accompanied by the tops) from which the resin has not been extracted, by whatever name they may be designated.
[bookmark: _Hlk91053655]Cannabis drug means
a) cannabis; or
b) cannabis resin; or
c) extracts of cannabis; or
d) tinctures of cannabis; or
e) another drug that includes, or is from, any part of the cannabis plant.
Cannabis plant means any plant of the genus Cannabis.
Cannabis resin means the separated resin, whether crude or purified, obtained from the cannabis plant.
Cultivation includes the following:
a) sow a seed of a cannabis plant;
b) plant, grow, tend, nurture or harvest a cannabis plant;
c) graft, divide or transplant a cannabis plant;
but does not include the separation of cannabis or cannabis resin from a cannabis plant.
High THC means cannabis with a greater than 1% tetrahydrocannabinol (THC) content by weight (>10g/kg), as measured in dried flower at 10% moisture content.
Low THC means cannabis with a less than or equal to 1% tetrahydrocannabinol (THC) content by weight (≤10g/kg), as measured in dried flower at 10% moisture content.
Manufacture means all processes, other than production, by which drugs may be obtained and includes refining as well as the transformation of drugs into other drugs.
Plant unit means any cannabis plant that has formed roots.
Production means the separation of cannabis and cannabis resin from the plants from which they are obtained.
Starting material, in relation to a cannabis or narcotic drug, means a drug used in the manufacture of the cannabis or narcotic drug.
[bookmark: _Toc107829918]How to complete the Application form – Medicinal Cannabis Permit – Manufacture
[bookmark: _Toc107829919]Screening questions
The screening questions are the minimum requirements that a licence holder must meet before an application for a permit can be submitted.
[bookmark: _Toc107829920]Part 1 – General details
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[bookmark: _Toc88830996][bookmark: _Toc107829921]Section 1: Licence holder details
Licence holder name:
This is the name of the person or body corporate as it appears on the licence.
Licence number:
This is the identifying alphanumeric code at the top of the licence. For example, MC001-S01.
Person(s) authorised to discuss the application with the Office of Drug Control (ODC):
The person completing and submitting the application must have authority to act on behalf of the applicant in relation to this application and any subsequent permit, should one be granted.
[bookmark: _Toc88830997][bookmark: _Toc107829922]Section 2. Licenced premises details for this permit.
This relates to the details of the particular site that this permit is to be associated with. Provide the site address as listed on the medicinal cannabis licence.  As permits will be granted for particular activities to be undertaken at a particular site, licence holders with multiple sites will need to submit separate permit applications for the activities to be undertaken at each site.
General details of the licence holder must be provided to the ODC when completing an application for a permit. Both sections 1 and 2 must be completed. The permits issued by the ODC authorise activities to be undertaken at one licenced premises only. If a licence holder wishes to undertake licenced activities at multiple sites, a permit must be obtained for each of these sites.
[bookmark: _Toc107829923]Part 2 – Existing cannabis material – Manufacture
[image: ]
This section must be completed where the licence holder currently holds a medicinal cannabis permit that authorised manufacture or is in possession or control of cannabis or cannabis drugs under a previous medicinal cannabis permit that authorised manufacture. This section captures the quantities of any existing starting or manufactured materials in the possession or control of the licence holder. These quantities may be incorporated into the new permit, should a permit be granted.
The quantities listed in the table are to be expressed in kg of the amount of delta-9 THC, other THC, or CBD. Should the licence holder intend to hold over no material in relation to the existing permit, ‘0’ should be entered into each relevant cell.
[bookmark: _Toc107829924]Part 3 – Overview of activities for manufacture purposes
The purpose of Part 3 of the application is to provide details on the manufacture activities the licence holder intends to conduct under the licence.
In addition to selecting one of the options listed in this section, the licence holder should provide a written explanation of the manufacture activities it intends to undertake under the permit. This description will assist in the assessment of the application for the permit.
It should be noted that when completing this section of the application form that the following actions, if undertaken in isolation, will not require an application for a medicinal cannabis licence and associated that authorise manufacture:
dilution of an extract
mixing an extract with excipients
encapsulating or tableting
manufacturing quality for testing or research purposes
the manufacture of an active ingredient pharmaceutical ingredient (API);
the manufacture of a preparation,
production (processing, assembling, packaging, labelling, storage, sterilisation, testing release of supply); and
Therapeutic Goods Order 93 (TGO93).
However, the above actions may be specified as part of a manufacture permit application, where they are proposed to be undertaken along with authorised manufacture. The application should specify all processes, other than production, by which drugs may be obtained from any part of the cannabis plant, and includes refining as well as the transformation of drugs into other drugs.
If you have any questions in relation to Part 3 please contact mcs@health.gov.au.
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[bookmark: _Toc107829925]Schedule 1: State/ Territory licences
This schedule allows the licence holder to provide details of relevant State or Territory licences authorising related activities in that relevant jurisdiction, including the licence period and quantities authorised by that licence. These licence/s should accompany the application and will be assessed and considered by the delegate when considering the quantities of materials requested in the permit application when making a decision to grant, or refuse to grant, a permit. Where the manufacturing activities will occur in a state or territory which does not require state or territory authorisation, this must be clearly specified.
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[bookmark: _Toc107829926]Schedule 2: Starting material
In this section the licence holder must provide details on the starting materials to be used under the proposed permit.
Licence holders must describe the arrangements with its suppliers including details of how often the licence holder will receive materials. This is an important factor in the assessment of the application for the permit as it will give the delegate an indication of how much starting material the licence holder is likely to have at any time. If the licence holder intends to obtain more source materials than rows available on the table, enter the remaining starting materials in an appropriately labelled excel spreadsheet and attach it to the application.
The table allows the licence holder to provide relevant details on the starting material and all fields on the table must be completed. The table must include the details of:
the name of the supplier;
the type of starting material (dried flower, cannabis resin, cannabis extract etc);
the level of THC and CBD present in the starting material;
the total quantity required by the licence holder over the permit period; and
the maximum amount of material the licence holder proposes to hold at any time.
It should be noted by licence holders that if a permit is granted, the delegate may not authorise the licence holder to possess the full amount of starting material proposed in an application at any one time. This is to minimise the risk of diversion and prevent the creation of a stockpile.
In instances where a licence holder intends to use starting material cultivated under its own licence, the name of the supplier must be the licence holder. This must be noted in the description of the supply arrangements and the permit number which the material was cultivated under must be referenced.
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[bookmark: _Toc107829927]Schedule 3: Proposed manufacture activities
This section outlines the quantities of cannabis drugs the licence holder proposes to manufacture in the permit period. Along with the total quantity, the licence holder must also provide the quantity of:
the amount of cannabis drugs (being delta-9 THC, other isomers of THC, and/or CBD) to be obtained from 1kg of starting material;
the total amount of cannabis drugs to be manufactured over the permit period;
the amount (in kg) of THC, CBD and delta-9 THC in the cannabis drugs; and
the maximum amount of cannabis drugs that will be in possession of the licence holder at any time.
Additionally, the table allows the licence holder to indicate if further manufacture activities will be undertaken on the cannabis drug, resulting in a cannabis drug in its final dosage form.
If the licence holder intends to manufacture more than 4 cannabis drugs under the permit, an additional table (appropriately labelled) must be provided with the application.
To complete the section of the table on extracts to be manufactured accurately, the total amount of THC, CBD or delta-9 THC that would be produced should be captured. The below example demonstrates how this may be calculated.
Example
If a licence holder intends to manufacture 100kg of cannabis flower into 45 kg of extract:
22.5kg at a concentration of 0.5% THC and 12% CBD; and 
22.5kg at a concentration of 30% THC and 1% CBD.
The total weight of the extract would then need to be multiplied by the percentage of THC, CBD or delta-9 THC:
1. 22.5kg at a concentration of 0.5% THC and 12% CBD:
22.5kg x 0.5% THC = 0.1125kg THC
22.5kg x 12% CBD = 2kg CBD
1. 22.5kg at a concentration of 30% THC and 1% CBD:
22.5kg x 30% THC = 6.75kg THC
22.5kg x 1% CBD = 0.225kg CBD
This would result in an entry in the table of:
b) total quantity of non-delta-9 THC (THC Isomers other than delta-9 THC) authorised to be manufactured (kg): 6.863kg
c) maximum amount of cannabidiol (CBD) authorised to be manufactured on the premises (kg): 2.925kg
Note that the smaller numbers reflect that the permit now captures concentrated types of cannabis drugs.
[image: ]
[bookmark: _Toc107829928]Schedule 4: Supply pathway
Under s10JA of the Narcotic Drugs Act, it is a condition of a medicinal cannabis licence that authorises the manufacture of cannabis drugs for one or more permitted supplies that the licence holder must not supply the drug other than for those permitted supplies.
Permitted supply means:
a) the supply of a cannabis drug for use in a clinical trial that is, or is likely to be, approved under the Therapeutic Goods Act 1989 or notified to the Secretary under that Act; or 
b) the supply of a cannabis drug in accordance with an approval or authority under that Act; or
c) the supply of a cannabis drug for use in a medical or scientific research where that research:
i. is not a clinical trial of a kind referred to in paragraph (a); and
ii. does not involve the drug being administered to humans; or
d) the supply of a cannabis drug for use as a reference standard for medical or scientific testing purposes; or 
e) the supply of a cannabis drug in circumstances prescribed by the regulations.
[bookmark: _Hlk102375619]The following circumstances are prescribed, by section 4B of the Narcotic Drugs Regulation 2016, for the purposes of paragraph (e) of the definition in the Narcotic Drugs Act:
(a)  the supply of a cannabis drug to a pharmacist in a public hospital for the purposes of that pharmacist dispensing the drug in accordance with the Therapeutic Goods Act 1989;
(b)  the supply of a cannabis drug for export from Australia in accordance with a licence and permission under the Customs (Prohibited Exports) Regulations 1958;
(ba)  the supply of a cannabis drug to a person for the purposes of that person supplying an extemporaneouslycompounded medicinal cannabis product (within the meaning of the Therapeutic Goods Regulations 1990) in accordance with the Therapeutic Goods Act 1989;
(c)  the supply of a cannabis drug to a person who holds a licence under Part 33 of the Therapeutic Goods Act 1989 for use by that person in the manufacture of a medicine (within the meaning of that Act);
(d)  the supply of a cannabis drug that is registered goods within the meaning of the Therapeutic Goods Act 1989;
(e)  the supply of a cannabis drug to a person who holds a medicinal cannabis licence that authorises the manufacture of a cannabis drug.
[bookmark: _Hlk102375682]The table in Schedule 4 allows the licence holder to select from a list of authorised supply pathways and provide details of the supply under those pathways, including the information required for each supply pathway type. The licence holder must indicate at least one intended permitted supply. 
Note that the permit will authorise the supply pathway as a category, rather than listing the individual entities the licence holder will supply. The effect of this is that licence holders may supply to any entity that fits within the authorised category, in accordance with the requirements specified. Under section 17A of the Narcotic Drugs Regulation 2016, records of all authorised activities including supply must be kept.  
If the licence holder intends to undertake manufacturing activities on behalf of another licence holder, this should be detailed in this section of the application form.
It is the responsibility of the licence holder to ensure that any supply is to the holders of appropriate licences to receive the cannabis drug/s. Supply to an entity that is not within an authorised category will be inconsistent with the permit and a breach of the conditions of the medicinal cannabis licence.
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[bookmark: _Toc107829929]Part 4 – Attachments 
For the purpose of inspection, licence holders must provide details confirming which areas of the licenced site will be used for manufacturing activities under this proposed permit and outlining the processes for providing access for ODC inspectors on the relevant site. 
If necessary, please specify any other supporting documentation that is relevant to the application, please supply if necessary.
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[bookmark: _Toc107829930]Part 5 – Additional requirements for an initial permit 
If the application submitted by the licence holder is the first permit for the authorised activity at the particular site, part 5 of the application must be completed.
The licence holder must provide a copy of the risk management plan that will be used to manage risks associated with the activities authorised by the licence, including risks posed to the health and safety of people and risks posed to the environment.
The licence holder must also provide documentation (policies/standard operating procedures) relating to the location at which the activities authorised under the permit will take place. This documentation must include details on:
how persons entering the location will be controlled
how unauthorised access at the location will be prevented, monitored, detected and recorded
the physical security being used to prevent, monitor and detect the loss of cannabis plants, cannabis drugs and starting materials relating to such drugs
the loss and theft of cannabis plants, cannabis drugs and starting materials relating to such drugs
the disposal and destruction of cannabis plants, cannabis drugs and starting materials relating to such drugs
the supply, delivery and transportation of cannabis plants, cannabis drugs and starting materials relating to such drugs
arrangements with emergency services (including a police service or relevant local government authority) to deal with loss, theft, spoilage, disposal and destruction of cannabis plants, cannabis drugs and starting materials relating to such drugs
the retention of records; and 
the engagement of suitable staff.
Licence holders should note that one policy or procedure may cover more than one of the topics above.
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[bookmark: _Toc89971401][bookmark: _Toc107829931]Declaration
The applicant must sign the declaration to confirm that the information provided in the application form (and any supporting documents) is true, correct and complete, at the time of submission, to the best of its knowledge. It is an offence to provide false or misleading information (see section 137.1 of the Criminal Code Act 1995 (Cth)).
[bookmark: _Hlk90055267]Read this guidance document carefully to ensure accurate information is provided, as this will directly impact the quantities that may be approved in your permit. Where the licence holder is a body corporate, the person signing the application form must be a person who is authorised to make such an application on behalf of the licence holder.
[bookmark: _Toc107829932]Submitting the application
Completed application forms, and all relevant attachments, must be submitted by email to MCS.Application@health.gov.au.
[bookmark: _Toc89971403][bookmark: _Toc107829933]Assistance
[bookmark: _Hlk87341915]You can seek assistance from the ODC on the completion and submission of the application by contacting (02) 6289 4628 during business hours or by emailing MCS.application@health.gov.au.
The ODC contact officer cannot:
provide advice on whether you require a licence/permit under the law
provide business advice
submit an application on your behalf
give approval 
accept payment.
[bookmark: _Toc89971404][bookmark: _Toc107829934]Withdrawing an application
An application may be withdrawn at any time before a decision has been made, but the application fee is not refundable. If you decide to withdraw your application, then an email to this effect should be sent to MCS.application@health.gov.au.
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Part 3 - Overview of activities for manufacture purposes
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SCHEDULE2  Starting mat
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SCHEDULE 3 Proposed manufacture activities
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Part 4- Attachments
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Part 5-
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