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Introduction 69 

Purpose 70 

The Therapeutic Goods Administration (TGA) is seeking feedback on proposed reforms to the 71 
regulation of medicinal cannabis manufacturing, labelling and packaging. The reforms are principally 72 
intended to enhance the quality and safety of medicinal cannabis products by introducing equivalent 73 
GMP requirements for imported and domestic medicinal cannabis, introducing labelling requirements 74 
for imported medicinal cannabis, clarifying certain matters in the applicable standard, and requiring 75 
child-resistant closures to be used on products. 76 

Scope 77 

This paper has been structured to seek your feedback on separate potential reforms, namely: 78 

• Part 1: Requiring equivalent GMP for imported and domestic medicinal cannabis 79 

• Part 2: Removing exemptions for compounding medicinal cannabis products 80 

• Part 3: Representation of active ingredients, amendments to labelling requirements and reporting 81 
of heavy metal results 82 

• Part 4: Requiring child-resistant closures for medicinal cannabis products 83 

Background 84 

Over recent years, there has been increasing interest in the use of medicinal cannabis. Governments at 85 
Commonwealth, State and Territory levels have implemented legislative and policy changes to allow 86 
the cultivation, manufacture and supply of medicinal cannabis for patients in Australia.  87 

Representation of active ingredients, amendments to labelling requirements and reporting of heavy 88 
metal results 89 

Regulation of medicinal cannabis in Australia 90 

The Department of Health, through the TGA and the Office of Drug Control (ODC), regulates the 91 
manufacture, importation, exportation and supply of medicinal cannabis in Australia. 92 

The Office of Drug Control (ODC) administers the Narcotic Drugs Act 1967. The Narcotic Drugs Act 93 
gives effect to Australia’s international obligations under the Single Convention on Narcotic Drugs 94 
(1961), and provides controls to prevent the diversion and illicit use of narcotic drugs. Principally, the 95 
Narcotic Drugs Act establishes a licensing and permit system for the cultivation, production and 96 
manufacture of cannabis (and cannabis resin) for medicinal purposes. 97 

The ODC also administers the Customs (Prohibited Imports) Regulations 1956 and the Customs 98 
(Prohibited Exports) Regulations 1958 to control the importation or exportation of cannabis or 99 
cannabis resin. Under these Regulations, importers and exporters require licences and permits. 100 

The TGA administers the Therapeutic Goods Act 1989. The Therapeutic Goods Act establishes a 101 
national system of controls for the quality, safety, efficacy and timely availability of therapeutic goods 102 
in Australia. The general rule is that therapeutic goods must be included in the Australian Register of 103 
Therapeutic Goods (ARTG) or otherwise subject to an exemption, approval or authority before those 104 
goods may be lawfully supplied in, imported into, or exported from Australia.  105 
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Therapeutic goods that are not included in the ARTG are known as ‘unapproved products’. Most 106 
medicinal cannabis products are unapproved products, which means that they are not included in the 107 
ARTG and have therefore not been evaluated by the TGA for quality, safety, or efficacy. 108 

The Therapeutic Goods Act provides a number of mechanisms to enable access to unapproved 109 
products, such as medicinal cannabis. These products may be accessed through the following 110 
pathways: 111 

• Authorised Prescriber Scheme (AP) 112 
• Special Access Scheme  113 
• Clinical trials. 114 

In addition to these controls, the regulation of medicinal cannabis under the Therapeutic Goods Act 115 
includes the scheduling of cannabis substances, the application of certain quality standards (most 116 
notably, TGO93) and the licensing of manufacturers under Part 3-3. Each of these matters is discussed 117 
further below. 118 

The proposed reforms should not be interpreted to imply that there are concerns with the general 119 
quality of medicinal cannabis products currently supplied in Australia. The proposed reforms would 120 
extend equivalent manufacturing standards for medicinal cannabis products (applied in Australia to 121 
licence holders under Part 3-3 of the Therapeutic Goods Act) to imported medicinal cannabis 122 
products. 123 

The objective would be to provide greater assurance for medical practitioners and patients regarding 124 
the quality and safety of medicinal cannabis products that are imported and supplied in Australia. The 125 
proposed reforms would also seek to provide clarity to the stated content of active ingredients and 126 
further clarity on the quality standard and to introduce the requirement for child-resistant closures in 127 
the interest of public safety. 128 

Quality standard measures 129 

The TGA is responsible for specifying standards for medicinal cannabis products imported, produced 130 
and/or utilised in Australia. Standards are made under section 10 of the Therapeutic Goods Act and 131 
may be specified by reference to the quality of the therapeutic goods, or the procedures to be carried 132 
out in the manufacture of the therapeutic goods, among other matters. Therapeutic Goods Order 133 
(TGO) 93 is a standard for medicinal cannabis products that provides appropriate regulatory controls 134 
to enable medicinal cannabis products and the ingredients used in the manufacture of those products to 135 
meet minimum quality requirements.  136 

TGO 93 applies to both domestic and overseas manufacturers to enable all medicinal cannabis 137 
products imported, manufactured or supplied in Australia meet the quality controls provided by the 138 
standard. In practice, TGO 93 ensures consistency and provides assurance to medical practitioners and 139 
patients that medicinal cannabis products manufactured in accordance with the standard meet 140 
minimum quality requirements. TGO 93 includes requirements in relation to physical and 141 
chromatographic identification, assay tolerances, decontamination treatment, and tests for certain 142 
impurities.  143 

There are criminal offences and civil penalties provisions that apply under the Therapeutic Goods Act 144 
to persons who import, export or supply therapeutic goods that do not conform to an applicable 145 
standard. Unless the Secretary of the Department of Health has given consent in relation to the 146 
importation, exportation or supply of particular medicinal cannabis products, those products must 147 
conform to the applicable standard. 148 

For more information, please see the Conforming with the TGO93 web page. 149 
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Manufacture of medicinal cannabis  150 

Domestic manufacture of medicinal cannabis 151 

To manufacture medicinal cannabis in Australia, a manufacturer must obtain: 152 

• licences and associated permits under the Narcotic Drugs Act from ODC 153 

• a GMP licence under Part 3-3 of the Therapeutic Goods Act  154 

• relevant state or territory government licences or approvals. 155 

A manufacturing licence under the Narcotic Drugs Act is granted on the condition that the medicinal 156 
cannabis is only supplied in particular circumstances (see current sections 11K and 12L of the 157 
Narcotic Drugs Act 1967). 158 

A GMP licence is granted on the condition that the manufacturer conforms to any applicable standard 159 
that applies in relation to the goods (to which the licence is issued). It is also granted on the condition 160 
that the manufacturer complies with the manufacturing principles determined by the Minister under 161 
the Therapeutic Goods Act. The manufacturing principles provide that applicable procedures and 162 
requirements in the Pharmaceutical Inspection Co-operation Scheme Guide to Good Manufacturing 163 
Practices for Medicinal Products (version 14, 1 July 2018) (PIC/S Guide to GMP) must be observed 164 
in the manufacture of certain therapeutic goods. 165 

There are exemptions from the requirement to hold a GMP licence in some circumstances, including 166 
in relation to the manufacture of certain starting materials and in relation to certain specified persons, 167 
such as medical practitioners and pharmacists (see Schedules 7 and 8 to the Therapeutic Goods 168 
Regulations). 169 

Inspections 170 

GMP inspections are performed to ensure the manufacturer is conforming to applicable standards and 171 
complying with the relevant manufacturing principles (PIC/S Guide to GMP). 172 

You can find more information on the process at Manufacturer inspections. 173 

GMP clearance and certification for overseas manufacturers of products on the ARTG 174 

A GMP licence is only required in relation to the manufacture of therapeutic goods at Australian 175 
manufacturing sites. 176 

A GMP licence is not required in relation to the manufacture of therapeutic goods at manufacturing 177 
sites outside Australia.  In those situations, the sponsor must obtain a GMP clearance for the overseas 178 
manufacturing site before the goods may be included in the ARTG. This can be done through three 179 
different pathways: 180 

• Mutual Recognition Agreement (MRA) desktop assessment 181 

• Compliance Verification (CV) desktop assessment 182 

• TGA on-site inspection (GMP certification) 183 

GMP certification is usually requested if it is not possible to obtain GMP clearance via the MRA or 184 
CV pathways (for example, due to lack of evidence). GMP certification applications are required to be 185 
submitted by the Australian sponsor or an agent acting on the Australian sponsor's behalf. 186 

Obtaining GMP Clearance is necessary in the context of an application to include medicines in the 187 
ARTG that have been manufactured overseas, as the TGA must evaluate whether the manufacturing 188 
and quality control procedures used in the manufacture of such goods are acceptable. GMP clearance 189 
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assesses requested evidence from a recognised regulatory agency as well as procedure and records 190 
from the manufacturer. 191 

However, GMP clearance is not required where medicinal cannabis products are manufactured 192 
overseas and supplied as unapproved products via the SAS B, AP or clinical trial pathways. Therefore, 193 
while domestic medicinal cannabis products must be manufactured in accordance with licences issued 194 
under the Narcotic Drugs Act and the Therapeutic Goods Act, medicinal cannabis products 195 
manufactured overseas and supplied as unapproved products are only required to demonstrate 196 
conformity with TGO 93. The options outlined below seek to address this uneven treatment of 197 
domestically and overseas manufactured medicinal cannabis products. 198 

Australian manufacturing licences and overseas GMP certification guidance provides more 199 
information about the process for applying for a manufacturing licence or GMP certification. 200 

Current situation with manufacturing quality (GMP) of imported cannabis 201 

Under the Customs (Prohibited Imports) Regulations, all forms of cannabis, cannabis resins, extracts 202 
(including extracts from hemp) and cannabinoids require a licence and permit to import to Australia. 203 
Ordinarily, the importer would apply for an import permit with a declaration of reason of import and 204 
product use. The application would include evidence provided to ODC in relation the relevant SAS B 205 
approval or authorised prescriber authority. Where the sponsor is a manufacturer, evidence of 206 
licensing under the Narcotic Drugs Act is also required. 207 

Importantly, the import permit process does not require verification as to compliance with the 208 
manufacturing principles or equivalent GMP in the manufacture of the imported goods. 209 

Extemporaneous Compounding of medicinal cannabis products 210 

Exemption from inclusion on the ARTG 211 

Medicines that are dispensed or extemporaneously compounded for the treatment of a particular 212 
person are exempt from the requirement to be included in the ARTG (see item 6 of Schedule 5 to the 213 
Therapeutic Goods Regulations 1990). 214 

The terms dispensed and extemporaneously compounded are not defined in the therapeutic goods 215 
legislation. Accordingly, the ordinary dictionary meanings apply. These meanings accord with the 216 
technical definitions provided in current GMP guidance, such that dispensing is generally taken to 217 
refer to the act of supplying or otherwise making a commercially available product in a ready to 218 
administer form, in accordance with the manufacturer’s instructions (for example, by adding water to 219 
powder); and compounding is generally taken to refer to the preparation, mixing, assembling, altering, 220 
packaging and labelling of a medicine in accordance with a prescription. Compounding includes the 221 
manipulation of a commercially available product in a manner that does not accord with the 222 
manufacturer’s instructions. The following paragraphs relate to the exemption for extemporaneous 223 
compounding. 224 

A medicine that is extemporaneously compounded will be subject to the exemption if it is 225 
compounded, on an ad hoc basis, for a particular person at a particular time, for therapeutic application 226 
to that person by mixing two or more ingredients in fixed proportions, with the result being a single 227 
medicine that differs in composition from the original starting materials. 228 

The practical application of the exemption will depend on the specific circumstances of the 229 
manufacture or supply. However, a key aspect is always the existence of a patient. Without a patient in 230 
relation to whom a medicine is compounded, the exemption would not apply. Consequently, the 231 
practice of “extemporaneously compounded” medicines in advance or anticipation of a patient with a 232 
relevant prescription would not be covered by the exemption. 233 

Exemption from the requirement to hold a GMP licence 234 
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Medical practitioners and pharmacists involved in extemporaneous compounding are presently exempt 235 
from the requirement to hold a GMP licence under the Therapeutic Goods Act subject to certain 236 
conditions (see items 1 and 2 of Schedule 8 to the Therapeutic Goods Regulations 1990). 237 

The professional conduct of medical practitioners and pharmacists is regulated by professional boards 238 
in Australia. Medical practitioners and pharmacists must comply with state and territory laws and any 239 
professional guidelines. The Pharmacy Board of Australia has issued guidelines on compounding of 240 
medicines. These guidelines include detailed guidance on when it is appropriate for a medicine to be 241 
compounded and the requirements to be complied with when compounding medicines. 242 

Compliance with TGO 93 243 

Medicinal cannabis products, and any ingredients used in the manufacture of those products, must 244 
comply with the requirements of TGO 93. The exemption from the requirement to be included in the 245 
ARTG does not extend to other requirements under the Therapeutic Goods Act, including the 246 
applicable standards. As such, any applicable standards continue to apply to medicines that are 247 
dispensed or extemporaneously compounded. 248 

In the context of medicinal cannabis, this means that TGO 93 applies in relation to the both the 249 
medicinal cannabis product and the medicinal cannabis starting material used by pharmacists or 250 
medical practitioners to compound the finished product. It also means that the criminal offences in 251 
section 14 of the Act and the civil penalty provisions in section 14A of the Act apply to persons who 252 
import, export or supply extemporaneously compounded medicines that do not comply with the 253 
relevant standards. 254 

However, there are practical difficulties with verifying compliance with TGO 93 for 255 
extemporaneously compounded medicinal cannabis products. This is because those products are 256 
remade in accordance with the law by compounding specifically for an individual patient; and 257 
therefore not subject to ordinary testing and sampling associated with batch manufacture. 258 

Further, the use of the extemporaneous compounding exemption has meant there is limited visibility 259 
by the TGA and the states and territories regarding the volume and quality of medicinal cannabis 260 
products compounded and supplied in this manner. This is because there is no requirement to use the 261 
unapproved pathways (SAS B, AP and clinical trials) together with the extemporaneous compounding 262 
exemption. Therefore, the use of the extemporaneous compounding exemption for medicinal cannabis 263 
products has generated some concern regarding the lack of oversight on the prescribing and dispensing 264 
of extemporaneously compounded medicinal cannabis products. 265 

Manufacture and supply of medicinal cannabis under the Narcotic Drugs Act 266 

The Narcotic Drugs Act regulates the supply of domestically grown and manufactured cannabis 267 
through a licencing and permit system. Principally, the Secretary must refuse to grant a licence to 268 
manufacture medicinal cannabis unless satisfied that the drug will be used in a particular manner. 269 
Briefly, the effect is that a manufacturing licence issued under the Narcotic Drugs Act cannot 270 
presently be granted unless the Secretary is satisfied on reasonable grounds of at least one of the 271 
following circumstances: 272 

• that the drug will be used for research in relation to medicinal cannabis products; 273 

• that the drug will be supplied for use in a clinical trial under the Therapeutic Goods Act; 274 

• that the drug will be supplied for use with an SAS B approval or AP authority under the 275 
Therapeutic Goods Act; 276 

• that the drug is registered on the ARTG; 277 

• that the drug will be supplied by a pharmacist in a public hospital in accordance with the 278 
Therapeutic Goods Act; 279 



Therapeutic Goods Administration 

Potential reforms to medicinal cannabis manufacturing, labelling and packaging requirements  
V1.0 December 2020 

Page 10 of 22 

 

• that the drug will be exported from Australia in accordance with a licence and permit under 280 
the Customs (Prohibited Exports) Regulations) 1958; or 281 

• that the drug will be supplied to a person with a GMP licence for manufacture. 282 

It is also a statutory condition of a manufacturing licence, once granted under the Narcotic Drugs Act, 283 
that a licence holder must not supply medicinal cannabis products other than in these circumstances 284 
(see section 12L of the Narcotic Drugs Act). 285 

The practical effect is that the supply of medicinal cannabis products to a compounding pharmacist or 286 
medical practitioner for further steps of manufacture is a breach of a licence condition under the 287 
Narcotic Drugs Act unless that person is also the holder of a GMP licence. 288 

Therefore, a pharmacist or medical practitioner who is engaged in extemporaneous compounding 289 
without a GMP licence may only use medicinal cannabis starting material that is imported from 290 
overseas. This favours imported medicinal cannabis over domestically grown medicinal cannabis. 291 

Special Access Scheme and Quality Standard Declaration 292 

As mentioned above, therapeutic goods must ordinarily be included in the Australian Register of 293 
Therapeutic Goods (ARTG) before those goods may be imported into, supplied in, and exported from 294 
Australia. Therapeutic goods that are not included in the ARTG are known as ‘unapproved products’ 295 
and have not been evaluated by the TGA for quality, safety or efficacy. 296 

The Act provides a number of mechanisms to enable access to ‘unapproved products’ including via 297 
the SAS B, AP and clinical trial pathways. Products that are imported or supplied under these 298 
pathways must still comply with applicable standards. TG0 93 is a standard that is applicable to 299 
unapproved medicinal cannabis products. In Australia, the person (or company) who is responsible for 300 
importing or supplying an unapproved medicinal cannabis product is the sponsor of that product. The 301 
identity of the sponsor will depend on the circumstance relating to the importation and supply. In the 302 
context of medicinal cannabis product imported from overseas under the SAS B pathway, the sponsor 303 
may be a company who relies on the exemption in item 1 of Schedule 5A to the Therapeutic Goods 304 
Regulations or the medical. 305 

The TGA has developed an application form that must be completed for the approval of unapproved 306 
medicinal cannabis products under the SAS B pathway. The form includes a declaration regarding the 307 
product’s conformity to TGO 93. The declaration should be completed by the medicinal cannabis 308 
product manufacturer and submitted by the medical practitioner as part of an application prior to the 309 
importation and supply of any new unapproved medicinal cannabis products in Australia. It should 310 
also be completed following any material change to the medicinal cannabis products (including that 311 
cannabis plants used in their manufacture) that are the subject of an approval, where that change could 312 
affect the quality of those products.  313 

The declaration is not required to be given with respect to the manufacturer’s compliance with any 314 
GMP requirements; and approval of the application under the SAS B pathway does not include any 315 
GMP verification. The declaration concerns compliance with TGO 93 only. While manufacturers of 316 
imported unapproved medicines are not required to undergo GMP inspections or clearances unless 317 
further steps of manufacture occur in Australia, importers or suppliers of medicinal cannabis products 318 
that do not conform to TGO 93 may be subject to a range of regulatory compliance actions, including 319 
civil and criminal penalties. 320 
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Part 1: Requiring equivalent GMP for imported 321 

and domestic medicinal cannabis 322 

Options for consideration to enable equivalent GMP for 323 

domestic and imported medicinal cannabis 324 

Option 1: Maintain the status quo 325 

There is no change. All medicinal cannabis products that are imported into Australia under the various 326 
different unapproved pathways need not demonstrate equivalent GMP. An application for the 327 
importation and supply of unapproved medicinal cannabis products under the SAS B pathway would 328 
continue to rely on a declaration for conformity to TGO 93, but need not be supported by evidence 329 
relating to equivalent GMP. 330 

Option 2: Amend Regulations to require equivalent GMP 331 

Item 1 of Schedule 5A to the Therapeutic Goods Regulations could be amended as shown below to 332 
include an additional condition requiring imported medicinal cannabis to be manufactured with 333 
equivalent GMP. A notification given by the sponsor regarding GMP compliance could be assessed by 334 
the TGA prior to the release of the imported goods in accordance with the relevant notification, 335 
approval, authorisation or prescription. 336 
 337 
Column 1 
Item 

Column 2 
Therapeutic goods 

Column 3 
Conditions 

1 Therapeutic goods imported into 
Australia that are held under the 
direct control of the sponsor, 
until the goods are: 
(a) the subject of a notification 

under item 3; or 
(b) approved for importation 

into Australia under 
subsection 19(1), 
section 19A, 
subsection 32CK(1) or 
section 32CO of the Act; or 

(c) authorised for supply under 
subsection 19(5) or 32CM(1) 
of the Act; or 

(ca) authorised for supply under 
rules made under 
subsection 19(7A) or 
32CM(7A) of the Act; or 

(d) dispensed as a medicine or 
biological prescribed for a 
Category A patient within 
the meaning of 
subregulation 12A(5); or 

(e) exported from Australia 

(a) the supply of the goods must be in accordance with the 
relevant notification, approval, authorisation or 
prescription; and 

(b) the goods must be kept in a warehouse or a properly 
secured area under the control of the sponsor; and 

(d) the sponsor must: 

(i) keep records relating to the source and supply of the 
goods; and 

(iii) if requested by the Secretary, give the records to 
the Secretary 

(e) in relation to goods that are medicinal cannabis products—
prior to the supply of those goods: 

(i) the sponsor must notify the Secretary in a form 
approved by the Secretary that the goods have been 
manufactured using acceptable manufacturing and 
quality control procedures; and 

(ii) the notification must be accompanied by relevant 
supporting evidence from the manufacturer and one 
or more of the relevant fees referred to in [for 
example, items 6AA, 6AB, 6ABA and 6AC of 
Schedule 9 as amended or a new item for this 
purpose]; and 

(iii) the Secretary must have undertaken an assessment 
of the notification, including any information 
provided to the Secretary by a health authority of a 
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Column 1 
Item 

Column 2 
Therapeutic goods 

Column 3 
Conditions 

Convention country that is party to the Mutual 
Recognition Convention; and 

(iv) the Secretary must provide notice in writing to the 
sponsor that he or she is satisfied that the goods 
have been manufactured using acceptable 
manufacturing and quality control procedures 

 338 

The current GMP clearance framework supports the process for evaluating applications for registration 339 
or listing of therapeutic goods on the ARTG. The framework is intended to inform the Secretary’s 340 
considerations under the Therapeutic Goods Act, in relation to an application for the registration or 341 
listing of goods that, where a step in the manufacture of the goods has been carried out outside 342 
Australia, the manufacturing and quality control procedures used in the manufacture are acceptable (to 343 
the extent that those procedures are comparable to domestic standards of manufacture).  344 

Therefore, the GMP clearance framework applies to therapeutic good for which an application for 345 
registration or listing has been made. It does not apply in relation to ‘unapproved products’. However, 346 
it is suggested that the framework could be adapted for use in unapproved product settings in order to 347 
assess the suitability of GMP compliance of overseas manufacturers.  348 

This could be achieved by utilising the existing GMP clearance pathways and processes as much as 349 
possible, namely the Mutual Recognition Agreement (MRA) and the Compliance Verification (CV) 350 
pathway. The requirement to notify the Secretary regarding GMP compliance could be incorporated in 351 
the condition of the exemption specified in item 1 of Schedule 5A (“the direct control exemption”) as 352 
shown above. 353 

Where possible, existing well-established GMP inspection reliance mechanisms could be used to 354 
support the efficient GMP assessment of the overseas manufacturer such as the existing MRA 355 
Pathway. This would involve the assessment of a GMP Certificate to determine that equivalent GMP 356 
standards have been applied to the imported medicinal cannabis product during its manufacture as 357 
would be applied domestically.  358 

Where less mature inspection reliance mechanisms exist, or MRA provisions do not apply, the 359 
Compliance Verification (CV) pathway could be adopted to meet the same outcome for a GMP 360 
clearance. This would require a GMP assessment of documentary evidence that may include evidence 361 
from an approved regulator and evidence from the manufacturer quality management system.  362 

These options would ensure that equivalent manufacturing standards are applied to both imported and 363 
domestically supplied medicinal cannabis products, enhancing the safety and quality of all products 364 
supplied to Australian patients. A new cost recovery mechanism may be required for these options. 365 

It should be noted, however, that the proposed condition in relation to medicinal cannabis would not 366 
apply in relation to medicinal cannabis starting material that is imported into the country for use in 367 
extemporaneous compounding. 368 

Option 3: Inclusion of GMP requirements in TGO 93 369 

The alternative option would be to incorporate GMP requirements for imported medicinal cannabis in 370 
TGO 93, so that the standard may comprise a fully comprehensive medicinal cannabis quality standard 371 
with reference to specific procedures to be carried out in the manufacture of imported medicinal 372 
cannabis. The benefit of this approach would be that GMP equivalence could be applied also in 373 
circumstances where the direct control exemption in item 1 of Schedule 5A is not relied upon by 374 
sponsors importing goods into the country. 375 
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The exemption in item 1 of Schedule 5A operates on the basis that finished goods arrive first in the 376 
country and are then held under the direct control of the sponsor prior to an SAS B approval, AP 377 
authority, etc. being granted. If the approval or authority exists prior to the importation and supply 378 
then the exemption would not operate – and so any condition for GMP compliance in item 1 of 379 
Schedule 5A would have no effect. 380 

Orders made under section 10 of the Therapeutic Goods Act may be specified by reference to 381 
procedures that must be carried out in the manufacture of goods. TGO 93 could therefore be amended 382 
to refer to procedures that must be carried out in the manufacture of imported medicinal cannabis, 383 
including quality control procedures. The requirements could relevantly refer to material aspects of the 384 
current PIC/S Guide to GMP or equivalent GMP standards.  385 

The benefit of amending TGO 93 is that it would apply in relation to all medicinal cannabis products, 386 
and ingredients used in the manufacture of those products, irrespective of the approval or exemption 387 
pathway. However, practical difficulties would remain for verifying that extemporaneously 388 
compounded medicinal cannabis products complies with TGO 93. This difficulty could be addressed 389 
by the following measure. 390 

 

Questions 

Q1. Would you support changes to the current requirements for imported 
medicinal cannabis products to ensure there is parity with the domestic 
requirements for GMP? 

Q2. Do you see any potential issues if GMP compliance for imported medicinal 
cannabis is assessed by reviewing evidence submitted to the TGA? 

Q3. Do you favour any of the potential amendment options or are there any other 
ways to assure appropriate GMP for imported medicinal cannabis? 

 391 

Part 2: Removing exemptions for compounding 392 

medicinal cannabis products 393 

Options for consideration relating to the compounding of 394 

medicinal cannabis products 395 

Option 1: Maintain the status quo 396 

There is no change. Medicinal cannabis products would continue to be extemporaneously 397 
compounded by pharmacists and medical practitioners. 398 

Option 2: Exclude medicinal cannabis products from the compounding 399 
exemption 400 

This option would require an amendment to item 6 of Schedule 5 to the Therapeutic Goods 401 
Regulations to expressly exclude medicinal cannabis products from the operation of the exemption, in 402 
a similar manner to medicines that are used for gene therapy. The effect is that medicinal cannabis 403 
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products would not be able to be extemporaneously compounded by pharmacists or medical 404 
practitioners under any circumstances. 405 

Option 3: Exclude medicinal cannabis products from the GMP 406 
exemptions 407 

This option would require an amendment to items 1 and 2 of Schedule 8 to the Therapeutic Goods 408 
Regulations to expressly exclude medicinal cannabis products from operation of the exemptions as 409 
shown below. The effect is that medicinal cannabis products could not be compounded without a GMP 410 
licence. The benefit of this approach would be to ensure that pharmacists and medical practitioners 411 
with a GMP licence could be lawfully supplied both domestically manufactured and imported 412 
medicinal cannabis starting material for use in extemporaneous compounding. 413 

Column 1 
Item 

Column 2 
Persons 

Column 3 
Matter in relation to which person exempted 

1 medical practitioners, dentists 
and other health care workers 
registered under a law of a state 
or territory 

the manufacture of a medicine (other than a medicinal 
cannabis product) by a medical practitioner or a dentist 
specifically for a patient under the medical practitioner’s or 
dentist’s care  

2 pharmacists the manufacture of therapeutic goods, if: 
(a) the goods are not biologicals; 
(ab) the goods are not medicinal cannabis products; 
(b) the goods are produced by the pharmacist: 

 (i) in a pharmacy where the pharmacist practices and the 
pharmacy is open to the public; or 

 (ii) on the premises of a dispensary conducted by a 
Friendly Society; or 

 (iii) on the premises of a private hospital; and 
(c) the goods are for supply (other than by wholesale) on or 

from those premises 

 414 

 

Questions 

Q4. Would you support excluding medicinal cannabis products from the 
extemporaneous compounding exemption in item 6 of Schedule 5 to the 
Therapeutic Goods Regulations, noting the difficulties with verifying 
compliance with the quality standard (TGO 93)? 

Q5. Alternatively, would you support the continuation of extemporaneous 
compounding undertaken by pharmacists and medical practitioners, provided 
those persons held GMP licences, consistent with the lawful supply 
arrangements under the Narcotic Drugs Act? 

 415 
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Part 3: Representation of active ingredients, 416 

amendments to labelling requirements and 417 

reporting of heavy metal results 418 

Issues for consideration 419 

Representation of the active ingredient in TGO 93 420 

The term ‘medicinal cannabis products’ in TGO 93 is defined to mean therapeutic goods that contain, 421 
or are manufactured from, any part of the cannabis plant (see section 4). Each active ingredient and 422 
any cannabinoid (whether or not that cannabinoid is an active ingredient) of a medicinal cannabis 423 
product must be manufactured from the cannabis plant (see section 8). This means that medicinal 424 
cannabis products, for the purposes of the order, must not contain synthetic cannabinoids. 425 

Extracts of the Cannabis sativa plant comprise multiple chemical constituents (although these may be 426 
refined to specific compounds) including full-spectrum and broad-spectrum plant extracts. A reference 427 
to full spectrum product ordinarily contains all cannabinoids present in the plant, including 428 
tetrahydrocannabinol (THC), as well as other compounds such as flavonoids, terpenes and fatty acids, 429 
which may provide a synergistic or entourage effect. A broad-spectrum product is similar to a full-430 
spectrum product, however, it generally does not contain THC. 431 

TGO 93 currently defines ‘active ingredient’ as having the same meaning in the Therapeutic Goods 432 
Regulations. Without limiting that meaning, any cannabinoids in a quantity or proportion (together 433 
with any corresponding acid) greater than or equal to 2.0% w/w or w/v of the preparation and THC in 434 
a quantity or proportion (together with any corresponding acid) greater than or equal to 1.0% w/w or 435 
w/v of the preparation are taken to be active ingredients for the purposes of the order. This does not 436 
preclude cannabinoids at any other quantity or proportion from being identified as active ingredients, 437 
but simply confirms that cannabinoids in excess of 2% or THC in excess of 1% of the preparation are 438 
taken to be active ingredients. 439 

Cannabidiol (CBD) is  in Schedule 4 to the current Poisons Standard in preparations where CBD 440 
comprises 98% or more of the total cannabinoid content of the preparation, and any other 441 
cannabinoids naturally found in cannabis (including THC) comprise 2% or less of the total 442 
cannabinoid content. THC is in Schedules 8 and 9 to the current Poisons Standard except in certain 443 
circumstances (including when captured by the Schedule 4 entry for CBD). 444 

It is important that these scheduled substances are identified as active ingredients in relation to any 445 
medicinal cannabis product and described consistently with the current Poisons Standard. Scheduling 446 
is the means by which controls are placed on the supply, possession and use of preparations containing 447 
scheduled substances in the states and territories. Therefore, it is essential that medicinal cannabis 448 
products are identified with reference to CBD or THC content. This does not preclude the presence of 449 
other cannabinoids. However, in the context of a schedule 4 medicine containing CBD, CBD must 450 
comprise 98 % or more of the total cannabinoid content and other cannabinoids (including THC) must 451 
not exceed 2% of the total cannabinoid content. 452 

Currently, there is no requirement under TGO 93 to specify the species name, Cannabis sativa or 453 
identify the part of the plant from which the medicinal cannabis product is manufactured. It is 454 
suggested that the name of the cannabis species and the identification of the plant part is also included 455 
on the label to supplement the information given in relation to the active ingredient. 456 
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Lack of consistent labelling rules for unapproved medicinal cannabis 457 
products 458 

The labelling requirements that apply to approve medicines are specified in TGO 91 (prescription and 459 
related medicines) and TGO 92 (non-prescription medicines). These requirements do not apply to 460 
unapproved products supplied through unapproved pathways, such as most medicinal cannabis 461 
products.  462 

Significant problems have been observed with the labels of unapproved medicinal cannabis products. 463 
This includes: 464 

• the stated content is not always the same as the content declared on the product label. 465 
• ingredient content and quantity are expressed inconsistently across the various product labels 466 

(eg. amount of active ingredients per capsule or per mL versus total amount of active 467 
ingredients in the container).  468 

This indicates that there is confusion regarding what information should be included on the labels of 469 
medicinal cannabis products. 470 

Reporting of heavy metal results under specified tests 471 

Tests for heavy metals in the table of specified tests in Schedule 1 of the current TGO 93 give units for 472 
heavy metals in ‘parts per million’ (ppm). This unit has been found not to provide the clarity required 473 
for these tests as ppm can be calculated in a number of ways. It is suggested that an alternative 474 
measurement (mg/kg or mg/l) would be used. 475 

Proposed amendments to TGO 93 and guidance 476 

For any changes made to TGO 93, or other new requirements, a transition period would be 477 
incorporated to allow a reasonable time for Sponsors to make the required amendments. 478 

Clarifying that the label for medicinal cannabis products must also 479 
specify the plant species 480 

Medical practitioners may prescribe full-spectrum products due to the synergistic effect that some 481 
researchers and patents claim from the variety of plant constituents, and/or naturally occurring 482 
cannabinoid profile in the product. However, these products must still comply with the relevant 483 
scheduling entry for S4 medicinal cannabis products in order to be supplied as prescription medicines. 484 

To provide a more consistent approach to how cannabis ingredients are named, described and 485 
differentiated, it is proposed that medicinal cannabis products also specify the plant species (and the 486 
part of the plant from which the product was manufactured) in addition to the content of the active 487 
ingredients (principally, the scheduled substances). 488 

In addition, the dry or fresh weight of the raw herbal material from which the active ingredient was 489 
prepared and the minimum dry or fresh weight of herbal material from which the preparation was 490 
derived must be declared. 491 

This approach is consistent with the requirements in TGO 92 for herbal materials and the ‘Herbal drug 492 
extract’ monograph labelling requirement in the EP. It also remains consistent with the requirements 493 
in TGO 91 in relation to prescription medicines. 494 

For example: 495 

Cannabis sativa flower extract (name of the plant species and part of plant) 20 mg 496 
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Equivalent to: Cannabis sativa dry flower 100 mg 497 

Standardised to contain: 498 

Tetrahydrocannabinol (THC) (active ingredient) X mg 499 

Cannabidiol (CBD) (active ingredient) X mg 500 

There is no internationally agreed approach to name medicinal cannabis products specifically, but the 501 
proposed approach is consistent with TGA Approved Terminology and how similar medicine 502 
ingredients are labelled internationally, for example, in the general monograph for Herbal Drug 503 
Extracts in the European Pharmacopoeia (EP). 504 

 

Questions 

Q6. Would the requirement to specify the plant species and the plant part from 
which the product is manufactured provide greater clarity to the sector? 
Please suggest how this could be achieved and potential impact of any 
changes? 

Labelling requirements for unapproved medicinal cannabis products 505 

We propose to amend TGO93 to clarify certain matters and otherwise to ensure consistency between 506 
the labels of approved and unapproved medicinal cannabis products. 507 

Active ingredient 508 

The active ingredients should be included in a prominent location on the label. 509 

Stated content 510 

Currently, TGO 93 describes that the stated content as that included in the application to the Secretary 511 
whether or not the quantity is reproduced on the label. This has the potential to create a scenario where 512 
a product is true to the label claim but not the stated content or vice versa, within the tolerances 513 
allowed by TGO 93. Differences in the labelled content from the content declared in the stated content 514 
also has the potential to mislead prescribers and patients. Therefore, we are seeking to mandate that 515 
the labelled content and stated content are consistent. 516 

Basis of stated content 517 

For plant material products, such as ‘flos’ for vaporisation, the current Order does not provide any 518 
clarity on how the content should be stated in terms of ‘as is’ or ‘on anhydrous basis’. Most suppliers 519 
appear to calculate content on an anhydrous basis, but labelling in this way may potentially mislead 520 
prescribers and patients. There doesn’t appear to be a clear benefit to labelling on an ‘as is’ or 521 
‘anhydrous basis’, therefore, we are proposing that the basis of the stated content is clearly defined on 522 
the label, i.e. the content is stated to be based on an anhydrous or wet weight basis. 523 

Dried plant material 524 

The term ‘dried’ is often used interchangeably with ‘anhydrous’, however, the two have different 525 
meanings. For example, a product that is ‘dried’ may still contain a significant amount of water, while 526 
a stated content that has been calculated on an anhydrous basis should be determined in the absence of 527 
water. We propose to provide clarity on the use of the term ‘dried’ in Schedule 1, which should be 528 
used when the plant material has been prepared by drying the plant material. The term ‘anhydrous’ 529 
should not be used in this situation. 530 
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Questions 

Q7. Would the proposed labelling requirements for medicinal cannabis products 
help to provide clarity? 

Q8. What would be the impact of these proposed changes on you? 

Q9. What would be an appropriate transition period for implementation of these 
changes to labelling requirements? 

 531 

Minor amendment to the reporting of heavy metal results under specified 532 
tests 533 

To provide clarity for product manufacturers and to align with National Measurement Institute 534 
requirements, the TGA would propose to amend TGO 93 to require that heavy metal results are 535 
reported using the unit ‘mg/kg’ or ‘mg/L’, instead of ‘ppm’.  536 

 

Questions 

Q10. What would be the impact of this proposed change on you? 

Q11. What would be an appropriate transition period for implementation of this 
change to heavy metal results reporting? 

 537 

Additional guidance for TGO 93 538 

In addition to the proposed amendments to TGO 93 mentioned above, the TGA would propose to 539 
provide additional guidance on the use of suitable acceptance criteria and validation parameters for the 540 
testing of cannabinoid content in medicinal cannabis products. 541 

 

Question 

Q12. Are there any further areas that would benefit from additional clarity being 
provided? 

 542 
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Part 4: Requiring child-resistant closures for 543 

medicinal cannabis products  544 

Issue for consideration 545 

Safety concerns 546 

As the use of medicinal cannabis becomes more frequent, the risk of toxicity in children increases. 1A 547 
systematic review of unintentional cannabis ingestion in children found that unintentional cannabis 548 
ingestion by children is a serious public health concern and is well-documented in numerous studies 549 
and case reports. 550 

While parents have an important role in keeping any medicines or products containing chemicals out 551 
of sight and reach of children at home, child resistant packaging acts as a ‘first line’ of defence in 552 
ensuring that children cannot easily access these substances inadvertently. 553 

A survey of container closures used for medicinal cannabis products accessed in Australia was 554 
conducted by TGA in 2019. Of the 22 products reviewed, only three did not have child resistant 555 
closures, demonstrating a high level of self-implementation, but concerns exist over the remaining 556 
products. 557 

Requirements for medicines to include child resistant closures are specified in the therapeutic goods 558 
order on child-resistant packaging requirements (TGO 95). These requirements apply only in relation 559 
to certain medicines included in the ARTG and are not mandatory for any medicines supplied through 560 
unapproved pathways. 561 

With regard to overseas requirements, the regulatory landscape with regards to medicinal cannabis 562 
products varies between countries and in the US from state to state. For example, Health Canada 563 
requires the use of child resistant closures on all cannabis products, but the UK requires only a ‘keep 564 
out of reach of children warning’ to be included on the label. 565 

Proposal to require child resistant closures 566 

A number of regulatory options are available in order to potentially mandate child resistant closures 567 
for medicinal cannabis products supplied through unapproved pathways, which currently do not need 568 
to meet the requirements outlined in the child resistant packaging requirements in TGO 95: 569 

Option 1: Inclusion of the requirement for CRCs in TGO 93 570 

This option would likely require duplication of the requirements outlined in TGO 95 within the quality 571 
standard. However, consideration may be given to incorporating aspects of TGO 95 in TGO 93 by 572 
reference (notwithstanding the limited application of TGO 95). 573 

Option 2: Extension of TGO 95 to unapproved medicinal cannabis 574 
products 575 

This option would require only a minor amendment to expand the scope of the application of TGO 95 576 
to medicinal cannabis products that are not included in the Register. However, as there is generally no 577 

                                                        
1 Richards, J., Smith, N., Moulin, A. (2017) Unintentional Cannabis Ingestion in Children: A Systematic Review, The Journal of 
Pediatrics, 190 (142-152). URL: <https://www.sciencedirect.com/science/article/abs/pii/S0022347617309393> 
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pre-market assessment of goods supplied through unapproved pathways, compliance would need to 578 
rely on a declaration of compliance as to the requirement and a potential audit of supply.  579 

Option 3: Inclusion in section 2.4 of the current Poisons Standard 580 

This option would place the responsibility of implementation and enforcement of the requirement for 581 
child resistant closures with the States and Territories and would apply to any medicinal cannabis 582 
product containing the scheduled substances, whether evaluated and approved formally by the TGA or 583 
supplied through unapproved pathways. This option would require broader consultation with the 584 
States and Territories and consideration by the relevant delegate of the Poisons Standard. 585 

Option 4: Both options 2 and 3 586 

This option would ensure consistency of requirements between the Commonwealth and the States and 587 
Territories and facilitate effective enforcement at all levels. 588 

 

Questions 

Q13. Are the safety-concerns sufficient to require mandating of child resistant 
closures on all medicinal cannabis products, including when supplied through 
unapproved pathways? 

Q14. Of the options proposed, which do you favour and why?  

Q15. What would be the impact of requiring child resistant closures on all 
medicinal cannabis products (both domestically manufactured and imported) 
on you? 

Q16. What would be an appropriate transition period for implementation of such a 
change to your business? 

 589 

Implementation/Transition 590 

After the closure of this consultation, we will consider feedback and consult  to clarify any feedback 591 
received on the options.  592 

Implementation of options may require consideration and agreement by the Government for proposed 593 
regulatory changes, along with updating business processes and administrative requirements. Further 594 
information regarding the next steps will be communicated in early 2021. 595 
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