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[bookmark: _Toc323739589][bookmark: _Toc356305216]Changing a listed medicine entry in the Australian Register of Therapeutic Goods (ARTG)
[bookmark: _Toc190703502]Page summary
This document is for sponsors (or their agents) of listed medicines who wish to change information about a listed medicine in the Australian Register of Therapeutic Goods (ARTG).
[bookmark: _Hlk193096866]Changes are made to a listed medicine by submitting an application via the TGA Business Services (TBS) site. Applications for some changes are approved automatically by the TBS system, while others require a TGA delegate’s consideration.
For some changes, your medicine’s ARTG ID (AUST L number) will stay the same, while other changes will result in a new ARTG number for the medicine.
[bookmark: _Toc190703503][bookmark: _Toc190703504]Page introduction
Guidance on how to change the information included in a listed medicine’s entry in the ARTG.
[bookmark: _Toc190703505]Purpose
This guidance applies to medicines listed in the ARTG under section 26A of the Act (listed medicines). It does not apply to registered medicines, or to Export Only medicines listed in the ARTG under section 26 of the Act.
Please note there is separate guidance on ‘Changing an assessed listed medicine entry in the Australian Register of Therapeutic Goods (ARTG)’ for medicines listed under section 26AE of the Act.
This guidance explains how you can apply to change the information about your listed medicine included in the ARTG. It:
explains the regulatory process you need to follow
provides links to relevant guidance documents
contains a consolidated list of the changes sponsors may make to a listed medicine entry in the ARTG (Change Tables), which is a tool, in combination with the other material and links referred to in the guidance, to help you find essential information about your proposed change, including:
[bookmark: _Hlk190942946]under what section of the Therapeutic Goods Act 1989 (the Act) the application for the change can be made, where applicable
whether there is a fee for the change
whether the change is automatically approved by the TBS system or requires TGA delegate consideration
whether the proposed change will result in a variation to the existing medicine only; or
whether the proposed change will result in a new medicine and, if so, whether 
1. the new medicine will have a new AUST L number; or 
1. the change meets the criteria of the relevant Therapeutic Goods (Groups) Order, and the new medicine will be ‘grouped’ under the existing AUST L number.
Note that the fee paid for applications is not refundable.
It is important that you ensure the Application Type upon validation is correct according to the changes you are proposing to make. If you believe the application type upon validation is incorrect, please contact nonprescriptionmedicines@health.gov.au prior to submitting your application.
[bookmark: _Toc190703506]Legislation
Applicable legislation includes:
Therapeutic Goods Act 1989 (the Act)
Therapeutic Goods (Groups) Order No.1 of 2001 (as applicable to listed medicines)
Therapeutic Goods Regulations 1990 (the Regulations)
[bookmark: _Toc190703507]Related information and guidance
· Listed and assessed listed medicines: Application and submission user guide
· Understanding the legislative framework for listed medicines
[bookmark: _Toc190703511][bookmark: _Hlk190851564][bookmark: _Toc190703509]Understanding the legislation for changes to a listed medicine
The Act has provisions that enable changes to be made to a medicine listed in the ARTG. This guidance explains where a change to an existing medicine:
· is a change of an administrative nature that does not incur a fee and the medicine retains its listing (AUST L) number
· does not result in a ‘new’ medicine but is a change that prompts an application via the TBS site for variation of the existing ARTG entry under section 9D of the Act (see Sections 9D and 28(5)(aaa) of the Act for more information on these changes). If an application is approved (by the delegate or automatically by the TBS system, as appropriate), the medicine retains its AUST L number
· creates a ‘new’ medicine and prompts an application via the TBS site, under section 23 of the Act, that (if approved by the delegate or automatically by the TBS system) results in either:
the medicine being given a new AUST L number; or
the change being considered to meet the criteria of the relevant Therapeutic Goods (Groups) Order and the new medicine being ‘grouped’ under the existing AUST L number. The new medicine retains its AUST L number.
[bookmark: _Sections_9D_and][bookmark: _Toc190703512][bookmark: _Hlk220591572]Sections 9D and 28(5)(aaa) of the Act
Listed medicines are subject to a condition of listing [in paragraph 28(5)(aaa) of the Act] that is relevant to variation applications under section 9D of the Act. 
In brief, where a sponsor proposes to change a listed medicine entry in the ARTG, and the change relates to the certifications that a sponsor makes when listing a medicine (under section 26A of the Act), the sponsor must make a section 9D request where that pathway is available, and not make the change unless the TGA delegate or TBS system (where relevant) approves the variation of the entry.
Relevant to the listing context, sponsors may request the following type of changes under section 9D:
Subsection 9D(1): Where information about the medicine in the ARTG is incorrect or incomplete.
This type of request requires:
generally that the proposed correction to the medicine as included in the ARTG is not a change that would make the varied medicine ‘separate and distinct’ as per subsection 16(1A) of the Act; and
substantiating evidence to demonstrate that the ARTG information is incorrect or incomplete (for example, if incorrect information was entered in the application form at the time of listing).
This request requires a TGA delegate’s consideration, and without seeking to limit the matters the delegate may have regard to, these may include:
· whether the proposed correction involves subsection 16(1A) characteristics, and therefore whether the subsection 9D(1) pathway is open in the circumstances; and
· whether the information provided in or in connection with an application substantiates the matters referred to.
Subsection 9D(2): Where the change has the effect of adding a warning or precaution.
[bookmark: _Hlk190853496]Subsection 9D(3): Where the change does not indicate a reduction in the quality, safety or efficacy of the medicine.
Section 9D variation requests, other than those made under subsection 9D(1) of the Act specifically, are generally automatically approved upon application via the TBS site.
[bookmark: _Sections_16(1A)_and][bookmark: _Toc190703513]Sections 16(1A) and 23 of the Act
[bookmark: _Hlk190853578]Certain proposed changes to a listed medicine as included in the ARTG are considered to make the proposed medicine ‘separate and distinct’ from the original medicine and therefore, a ‘new medicine’.
Subsection 16(1A) of the Act, and regulation 11 of the Regulations, list the differences in characteristics that result in goods being considered ‘separate and distinct’ from other goods in the ARTG. These are where the change concerns different:
active ingredients (or quantities of active ingredients)
dosage forms
names
indications
excipients; or
certain differences related to ‘restricted ingredients’.
Note that if a proposed change is considered to make the proposed goods ‘separate and distinct’ from the goods already included in the ARTG, the section 9D variation pathway is generally not available, including requests made under subsection 9D(1). A new medicine application under section 23 of the Act is required, and will be automatically generated when changes concerning the above are made in an application form on the TBS site.

Important information on submitting a change application in the TBS portal:
In these circumstances (where a change is considered to make a proposed medicine ‘separate and distinct’ from an existing medicine in the ARTG), it is important that sponsors do not select ‘Yes’ to the question in the General Listed Medicine application form: ‘Is this a correction of an error under section 9D(1) of the Therapeutic Goods Act 1989?’ 
Note that if ‘Yes’ is selected in answer to this question, a TGA delegate is likely to find that the section 9D(1) pathway is not open or appropriate and cannot be approved.
In some cases where a proposed medicine is considered ‘separate and distinct’ from an existing medicine, the new medicine, subject to approval of the application (made under section 23 of the Act), can be ‘grouped’ under the previous ARTG entry and the medicine will be able to retain the existing AUST L number. Circumstances in which this applies are provided in the relevant Therapeutic Goods (Groups) Order. See the Therapeutic Goods (Groups) Order No.1 of 2001 for more information. If the medicine does not meet the criteria to be ‘grouped’, the medicine will be given a new AUST L number.
What makes a characteristic of medicines in the ARTG ‘different’?
Determining whether there is a different subsection 16(1A) characteristic involves a factual comparison between the goods as proposed to be changed and the existing goods as described in the ARTG. This may require consideration of the substance, meaning or character of the change. The proposed good is likely to be different (when compared with the existing good in the ARTG) where there is a difference in substance, meaning or character in relation to a relevant characteristic. 
Before requesting a change under subsection 9D(1) of the Act, it is important for a sponsor to consider whether the proposed correction gives rise to a meaningful difference (in the way discussed in this guidance). That is, in relation to a characteristic identified in subsection 16(1A) of the Act (or regulation 11 of the Regulations) when comparing the proposed correction with the existing good as described in the ARTG. Where there is such a difference, a 23 application is generally the appropriate pathway rather than a section 9D application.
Example 1: A different active ingredient that likely gives rise to a difference according to subsection 16(1A) of the Act so that the section 9D pathway is not appropriate
A sponsor submits an application to list a medicine with a single active ingredient (and several excipient ingredients), a dried herbal extract of the flower of Astragalus membranaceus extracted in a 50% split of ethanol and water. Upon review of the completed listing, the sponsor identifies that the plant part used to prepare the herbal extract also includes the leaves and stems of the exposed part of the plant, and therefore the plant part is actually ‘herb flowering’.
Noting that different active ingredients are a section 16(1A) characteristic, a delegate is likely to find that a request to correct this information about the Astragalus membranaceus active ingredient is inappropriate for consideration under section 9D of the Act. This is because the plant parts referred to in each good are ‘different’ in substance as they refer to distinct or unlike parts of the plant. A change to this information about the active ingredient would result in the proposed medicine containing an unequivalent and different active ingredient to that for the current medicine in the ARTG, meaning the proposed change is considered to create a ‘separate and distinct’ good.

Example 2: A ‘different’ dosage form that likely does not give rise to a difference according to subsection 16(1A) of the Act so that the section 9D pathway is appropriate
A sponsor submits an application to list a medicine with the dosage form selected as ‘Powder’ and the route of administration as ‘Oral’. ‘Powder’ is defined as ‘A mixture of solid, finely divided substances containing one or more active ingredients intended for internal or external use’. Upon review of the completed listing, the sponsor identifies that the most accurate dosage form for the medicine is ‘Powder, oral’, which is defined as ‘A finely divided powder composed of, or containing one or more active ingredients for oral or nasogastric administration, generally with water…’.
Although a different dosage form is a section 16(1A) characteristic, a delegate is likely to find that a request to correct the dosage form for the medicine in this instance does not give rise to a different dosage form on the facts of the case. This is because ‘Powder, oral’ describes a subset of the dosage forms described by ‘Powder’ and therefore the proposed change is not considered to create a ‘separate and distinct’ good.

Example 2: A ‘different’ name that likely does not give rise to a difference according to subsection 16(1A) of the Act so that the section 9D pathway is appropriate 
A sponsor submits an application to list a medicine called Bean’s Gingko biloba Formula. Upon review of their entry post-listing, the sponsor identifies that they spelt the word ‘Gingko’ incorrectly in their application by transposing the ‘g’ and the ‘k’ so that the name recorded in the ARTG (as per the sponsor’s application) is ‘Bean’s Ginkgo biloba Formula’. Although a different name is a section 16(1A)/regulation 11 characteristic, a delegate is likely to find that a request to correct the name of the medicine in this instance does not give rise to a different name on the facts. Part of the consideration here is that Ginkgo is not a word, nor a recognised genus of a species of plant, and as such, is unlikely to be viewed as different in intent and meaning compared to the proposed corrected name of Bean’s Gingko biloba Formula.
[bookmark: _The_Therapeutic_Goods][bookmark: _Toc190703514]The Therapeutic Goods (Groups) Order
The Therapeutic Goods (Groups) Order No. 1 of 2001 is the relevant Order that allows an AUST L number of an existing medicine to be retained for the new medicine. The new medicine is then ‘grouped’ under the existing entry in the ARTG. Examples of provisions in the Groups Order include a change to the name of a medicine or a medicine’s indications for use.
Information on fees
The current fees for making a proposed change to a medicine can be found in the TGA’s Schedule of fees and charges.
Item 2A(b) of Part 2 of Schedule 9 to the Regulations provides the fees for applications under section 9D of the Act to vary an existing entry for a listed good in the ARTG.
Item 3(b) of Part 2 of Schedule 9 to the Regulations provides the fee for an application, under section 23 of the Act, for listing a good (whether a new or grouped entry).
How to make a change to a listed medicine
Log in to TBS
[bookmark: _Toc175057725]Applications to change existing listed medicines are made via the ‘General Listed Medicine’ form. For guidance on making a change to a listed medicine in TBS see: Listed and assessed listed medicines: Application and submission user guide.
[bookmark: _Toc190703515][bookmark: _Hlk190853716]Determine the type of change
Before you apply to make a change to a listed medicine in the ARTG, it is important to determine the application type relevant to the proposed change. If you are unsure, seek assistance by contacting nonprescriptionmedicines@health.gov.au prior to submitting your application.
[bookmark: _Hlk190963297][bookmark: _Hlk190963581]The flowchart below will assist you to determine which category of application and legislative pathway applies to your proposed change(s). It provides a general overview of the relevant pathways for changing listed medicines in the ARTG.
Ensure that you identify all changes that you intend to make, including changes that are consequential to the primary change. If you are making multiple changes, the highest applicable category will determine the type of application submitted.
The rest of this guidance follows the steps outlined in Flowchart 1 and the questions correspond to the flow chart questions in purple boxes.
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[bookmark: FlowChart1][bookmark: _Hlk190853787]Flowchart 1: How to determine the pathway for a proposed change to a listed medicine
[image: ]section 23 ‘New’ application
section 23 ‘Grouping’ application
section 9D(3)/(2) ‘Variation’ application
section 9D(1) ‘Correction’ application
YES
NO
Is the proposed change to correct or complete incorrect or incomplete information about the medicine in the ARTG?
NO
YES
Does the proposed change meet the criteria for grouping under a relevant Therapeutic Goods (Groups) Order?
*Under subsection 16(1A) of the Act, the criteria that make listed medicines separate and distinct in the ARTG are:

(a) different active ingredients; or
(b) different quantities of active ingredients; or
(c) a different dosage form; or
(d) such other different characteristics as the regulations prescribe.

Subregulation 11(1) of the Regulations then provides that different characteristics are:

(a) a different name; or
(b) different indications; or
(c) a different excipient; or
(d) for medicines that contain any restricted ingredients:

(i) a different quantity of a restricted ingredient that is an excipient; or
(ii) if the restriction on a restricted ingredient relates to its concentration in a relevant medicine—a different concentration of the restricted ingredient; or
(iii) if the restriction on a restricted ingredient relates to its quantity in the recommended single or daily dose in a relevant medicine—different directions for use setting out a different recommended single or daily dose.
Would the proposed change make the medicine proposed to be included in the ARTG separate and distinct* from the existing entry?
NO
YES



[bookmark: _Toc190703516][bookmark: _Hlk190854557][bookmark: _Toc190703520][bookmark: _Hlk190854916]Flowchart question 1: Would the proposed change make the medicine proposed to be included in the ARTG separate and distinct from the existing entry?
Some changes result in a proposed listed medicine being treated as a separate and distinct good from the medicine currently included in the ARTG. The provisions that make a medicine separate and distinct are provided by section 16(1A) of the Act, along with regulation 11 of the Regulations, excerpts below.
[bookmark: _Toc190703521]16 Therapeutic goods and gazetted groups
(1A) Medicines that are listable goods (other than export only medicines) are taken to be separate and distinct from other therapeutic goods if the medicines have:
(a) different active ingredients; or
(b) different quantities of active ingredients; or
(c) a different dosage form; or
(d) such other different characteristics as the regulations prescribe;
from the therapeutic goods.
Subregulation 11(1) of the Regulations states:
11 Characteristics that separate and distinguish certain medicines from other therapeutic goods
(1) For paragraph 16(1A)(d) of the Act, different characteristics are:
(a) a different name; or
(b) different indications; or
(c) a different excipient; or
(d) for medicines that contain any restricted ingredients:
(i) a different quantity of a restricted ingredient that is an excipient; or
(ii) if the restriction on a restricted ingredient relates to its concentration in a relevant medicine—a different concentration of the restricted ingredient; or
(iii) if the restriction on a restricted ingredient relates to its quantity in the recommended single or daily dose in a relevant medicine—different directions for use setting out a different recommended single or daily dose.
[bookmark: _Hlk190855152]If your change does not make your medicine separate and distinct 
If your proposed change does not make the proposed medicine a separate and distinct good from that currently in the ARTG, it is likely the change can be submitted under the section 9D pathway.
You can submit applications under section 9D of the Act via the TBS site. A ‘variation’ fee will apply to applications under this section of the Act.
[bookmark: _Toc190703522]If your change does make the medicine separate and distinct 
Where your proposed change makes the proposed medicine ‘separate and distinct’ from the existing medicine in the ARTG, (even when this was an error made at the time the information was included in the ARTG) the proposed medicine is considered a new medicine.
For these applications, the application type is indicated as ‘New’ in the Change Tables and also upon application validation (unless the change meets the criteria for grouping in which case, upon application validation, will be indicated as ‘Grouping’).
In these circumstances, the appropriate pathway for the 'new' good is for it to be the subject of a separate application to be listed in the ARTG. Consequently, sponsors (or agents) must apply to the TGA under section 23 of the Act for approval of a new listed medicine. For listed medicines, this is automatically detected by the system on application validation where the application is to change an existing ARTG entry and indicated by an application type of either ‘New’ or ‘Grouping’. A new and unique AUST L number will be issued for the new medicine unless the Groups Order allows for the ‘new’ medicine to keep the existing AUST L number – see below.
Flowchart question 2A: Does the proposed change meet the criteria for grouping under a relevant Therapeutic Goods (Groups) Order?
[bookmark: _Hlk187410271]Depending on the nature of the change (and if your change makes the medicine ‘separate and distinct’), the provisions of the relevant Therapeutic Goods (Groups) Order may allow the AUST L number of the existing medicine to be retained for the new medicine.
[bookmark: _Hlk190855264]Examples of changes in the relevant Groups Order include:
- a change in the quantity or concentration of an excipient ingredient that is a restricted ingredient
- the removal or addition of an excipient ingredient that is used only for the purpose of fragrance, flavouring, printing ink or colouring
- different indications
- different directions for use; and
- a different medicine name.
A ‘grouping’ by way of a ‘Grouping’ application under section 23 of the Act is appropriate when the new medicine is intended to replace the currently supplied medicine, enabling the transition of one product to another. Once the ARTG entry is changed, the new product automatically becomes active, and supply of the old product should cease.
You can use the Change Tables in combination with the relevant Groups Order to determine if the new medicine meets the criteria to be ‘grouped’ under the existing AUST L number. Proposed changes to an existing medicine that allow the new medicine to be ‘grouped’ under the existing AUST L number are automatically detected by the TBS system. Eligible applications will validate with an ‘application type’ of ‘Grouping’.
Flowchart question 2B: Is the proposed change to correct or complete incorrect or incomplete information about the medicine in the ARTG?
[bookmark: _Toc175057728]If information about your medicine in the ARTG is incorrect (and the proposed change would not make the medicine as proposed separate and distinct from the existing medicine) you can request an amendment to your medicine’s ARTG entry (under subsection 9D(1) of the Act) by:
submitting a General Listed Medicine application via the TBS site; and
ensuring within the application form ‘Yes’ is selected to the question ‘Is this a correction of an error under section 9D(1) of the Therapeutic Goods Act 1989?’.
This might be, for example, if you have made a genuine mistake at the time you entered certain information in your application to list the medicine on the ARTG, or to replace a proprietary ingredient (PI) name with its individual constituent ingredients.
This will require consideration by a TGA delegate, and you will be required to provide supporting documentation.
[bookmark: _Hlk190854587]Note that if the change makes the medicine as proposed ‘separate and distinct’, even where that information was included in error at the time of listing, the section 9D pathway generally cannot be used.
The subsection 9D(1) application pathway is also not appropriate because a sponsor has had a change of mind about medicine details post-listing.
In these circumstances, the section 23 application pathway is the appropriate way forward.
[bookmark: _Toc175057729][bookmark: _Toc190703517][bookmark: _Hlk190854792]Examples of the kinds of corrections that may be made under section 9D(1) include, but are not necessarily limited to:
- a typographical error in the product name where the name is not ‘different’ in substance or meaning; or
- a typographical error in the quantity of an excipient that is not a ‘restricted ingredient’.
If you are unsure whether your proposed change is appropriate for a ‘correction’ via a subsection 9D(1) application, please contact nonprescriptionmedicines@health.gov.au.
Ensure sufficient evidence is provided for a subsection 9D(1) ‘Correction’ application
Supporting documentation is required for correction applications under subsection 9D(1) of the Act.
Please ensure this evidence is submitted with the application submission in the TBS portal. If you are unable to attach this documentation to the application in TBS (due to file size limitations), please ensure it is emailed as soon as possible to nonprescriptionmedicines@health.gov.au.
The overall purpose of this supporting documentation is for the sponsor to demonstrate to the TGA delegate that the requested changes are a genuine correction to incorrect or incomplete information in the ARTG entry for the medicine. It is up to the sponsor to decide how to demonstrate this.
The type of questions the TGA delegate considers, when a sponsor is seeking to correct an error made in the application to list the medicine in the ARTG, include (but are not limited to):
1. Does the change make the medicine as proposed to be varied ‘separate and distinct’ from the existing medicine in the ARTG? If so, the delegate is likely to find that subsection 9D(1) is not the appropriate pathway.
2. On what basis can it be concluded that there is an error in the information included in the medicine’s entry in the ARTG? What are the reasons for this?
3. Is the conclusion supported by relevant evidence? For example:
a. When did the error occur and is the evidence from the time at which the error was made?
b. Does the evidence demonstrate that incorrect information was relied on to list the medicine?
c. Does the evidence demonstrate what was intended or correct in relation to the information included in the medicine’s ARTG entry?
Sponsors should consider the answers to the above questions on the facts of their case when assessing the adequacy of the information collected to support a 9D(1) variation application.
A checklist is available in Supporting documents to help you determine if you have a complete application, including sufficient evidence.
Once your application is submitted, a TGA delegate will consider your request against the supporting information provided.
In either the case of an approval, refusal or rejection decision, a decision letter will be sent to you informing you of the outcome.
If the request is not approved (i.e. your request is refused), the delegate will include a statement of the reasons and information on your rights to appeal the decision in their decision letter. See Guidance for requesting reconsideration of an initial decision. If the application is refused, you can consider if other application types to change your medicine are appropriate. Please note, application fees will apply to any new application.
[bookmark: _Toc175057736]

[bookmark: _Attachment_1:_Change][bookmark: _Toc23199043][bookmark: _Toc77533202][bookmark: _Toc175057737][bookmark: _Toc190703526]Application types
There are different application types (or pathways) for changes to listed medicines as described below.
	Application type
	Description
	Fee

	Administrative (previously ARTG Correction)
	Changes identified in the Change Tables with the application type as ARTG.
These changes are minor or negligible changes to a medicine’s details in the ARTG and currently include instances where new mandatory information is included in, or information in a non-mandatory field is removed from, the ARTG entry.
	No fee is payable.

	Variation
	Changes identified in the Change Tables with the application level as Variation.
These include a change to a medicine’s details in the ARTG that does not have the effect of creating a separate and distinct good under section 16(1A) of the Act, but where the change relates to a matter covered by the certifications made under paragraphs 26A(2)(a) to (ja) of the Act.
The current AUST L number is retained, and these applications are made under section 9D of the Act. 
	An application fee is payable.

	Grouping
	Changes identified in the Change Tables with the application level as Grouping.
These include a change to a medicine’s details in the ARTG that has the effect of creating a separate and distinct good under section 16(1A) of the Act and the Groups Order applies.
A grouping application is only appropriate when the goods are intended to replace the currently supplied goods.
The existing AUST L number is retained, and these applications are made under section 23 of the Act.
	An application fee is payable.

	New (A new AUST L will be generated)
	Changes identified in the Change Tables with the application level as New.
These include a change to a medicine’s details that has the effect of creating a separate and distinct good under section 16(1A) of the Act – and where the Groups Order does not apply.
The medicine will be given a new AUST L number, and these applications are made under section 23 of the Act.
	An application fee is payable.


[bookmark: _Change_Tables][bookmark: _Toc23199056][bookmark: _Toc77533215][bookmark: _Toc175057738][bookmark: _Toc190703527]Change Tables
The 4 ‘Change Tables’ below describe the changes that may be made to a listed medicine’s information in the ARTG. Each change is described:
firstly, in a way that connects to the relevant legislative provision providing or governing the pathway for the change (e.g., section 23 or section 9D of the Act); and
secondly, in a way that links this change with the corresponding fields in the General Listed Medicine application form in TBS.
Each change is also accompanied by the section of the Act that provides the legislative basis for the requested change, and the application type corresponding to the change that a sponsor will see on application validation.

	Change table – General changes

	Change code
	Change
	Legislative basis
	Application Type
	Application form change

	GNL01
	[bookmark: _Ref232591255]A different[footnoteRef:1] medicine name. [1:  Refer to What makes a characteristic of medicines in the ARTG ‘different’? for information about limited instances where, subject to the facts, a request to correct errors in these characteristics of the medicine in the ARTG may be eligible for correction via an application under subsection 9D(1) of the Act.] 

	23
	Grouping
	A 'Change' in the 'Product Name' field.

	GNL02
	A change to more than one characteristic of the medicine captured by the Groups Order (e.g., a different medicine name and different indications for the medicine).
	23
	New
	NA

	GNL03
	A change to the TGA product code for the medicine.
	9D
	Variation
	A ‘Change’ in the ‘Product Type’ field.

	GNL04
	A change to, or addition of, an export name for the medicine.
	23
	Grouping
	A ‘Change’ or ‘Addition’ in the ‘Export Name’ field.

	GNL05
	Removal of an export name for the medicine.
	NA
	Administrative
	A 'Deletion' in the 'Export Name' field.

	GNL06
	A change to the name of a medicine in a composite pack.
	23
	Group
	A 'Change' in the 'Formulation Name' field.

	GNL07
	The addition or removal of a medicine in a composite pack or medicine kit.
	23
	New
	An 'Addition' or 'Deletion' in the 'Formulation Name' field.

	GNL08
	A change to the manufacturer of, or location of a site of the manufacturer of, the medicine (including steps in the manufacture of the medicine).
	9D
	Variation
	A ‘Change’ or ‘Addition’ or ‘Deletion’ in the ‘Manufacturer Step’.

	
	
	
	
	A 'Change' or 'Addition' or 'Deletion' in the 'Manufacturer Location' or 'Manufacturer Name' fields.

	GNL09
	A change to the route or routes of administration for the medicine only where the dosage form does not change.
	9D
	Variation
	A ‘Change’ or ‘Addition’ or ‘Deletion’ in the ‘Route of Administration’ field.

	GNL10
	A different1 dosage form.
	23
	New
	A ‘Change’ in the ‘Dosage Form’ field.

	GNL11
	A change to the minimum weight of a divided dosage form (e.g., tablet) and the medicine does not contain a restricted ingredient, restricted by concentration.
	9D
	Variation
	A 'Change' in the 'Minimum Weight of Divided Dosage Form Quantity' or 'Minimum Weight of Divided Dosage Form Unit' fields and the formulation 'does not contain an ingredient restricted by concentration'.

	GNL12
	A change to the minimum weight of a divided dosage form (e.g., tablet) and the medicine does contain a restricted ingredient, restricted by concentration.
	23
	New
Grouping[footnoteRef:2] [2:  Grouping applies where the restricted ingredient, the concentration of which has changed, is not an active ingredient. If this applies to your circumstance, please contact nonprescriptionmedicines@health.gov.au prior to submitting your application to ensure the application validates correctly as a ‘Grouping’ type.] 

	A 'Change' in the 'Minimum Weight of Divided Dosage Form Quantity' or 'Minimum Weight of Divided Dosage Form Unit' fields and the formulation 'contains an ingredient restricted by concentration'.

	GNL13
	A change to the type of container for the medicine.
	9D
	Variation
	A ‘Change’ in the ‘Container Type’ field.

	GNL14
	A change to the type of closure system for the medicine, or a change to the volume of the container for the medicine.
	9D
	Variation
	A ‘Change’ in the ‘Container Closure’ or ‘Container Volume’ or ‘Container Volume Unit’ fields.

	GNL15
	A different recommended single or daily dose of the medicine when it contains a restricted ingredient.
	23
	New
	A ‘Change’ in the ‘Maximum Recommended Daily Dose (MRD) Quantity’ or ‘Maximum Recommended Daily Dose (MRD) Unit’ fields and the formulation ‘contains an ingredient restricted by MRD’.

	
	
	
	
	A 'Change' in the 'Maximum Recommended Single Dose (MRS) Quantity' or 'Maximum Recommended Single Dose (MRS) Unit' fields on the 'Formulation' lodgement form and a formulation 'contains an ingredient restricted by MRS', is a 'New (A new AUST L will be generated)' application change type.

	GNL16
	A different recommended single or daily dose of the medicine when it does not contain a restricted ingredient.
	9D
	Variation
	A 'Change' in the 'Maximum Recommended Daily Dose (MRD) Quantity' or 'Maximum Recommended Daily Dose (MRD) Unit' fields and the formulation 'does not contain an ingredient restricted by MRD'.

	
	
	
	
	A 'Change' in the 'Maximum Recommended Single Dose (MRS) Quantity' or 'Maximum Recommended Single Dose (MRS) Unit' fields and the formulation 'does not contain an ingredient restricted by MRS'.

	GNL17
	A different indication or indication(s) for the medicine including by addition, replacement, modification or removal.
	23
	Grouping
	A ‘Change’ in the ‘Permitted Indications’ or ‘Population’ or ‘Permitted Indic Source Id’ or ‘Time Of Use’ fields on the ‘Permitted Indications’ lodgement form, is a ‘Grouping’ application change type.

	GNL18
	Addition, replacement or removal of a warning statement or precaution.
	9D
	Variation
	A ‘Change’ or ‘Addition’ or ‘Deletion’ in the ‘Coded Warning’ field.

	GNL19
	Changes to ingredient information for ingredients of animal origin including animal part, animal preparation, animal type, country of origin or pre-clearance number.
	9D
	Variation
	A 'Change' or 'Addition' or 'Deletion' in the 'TGAL Preclearance Number' field when the ingredient role is 'Active Standard' or 'Active Homoeopathic' or 'Excipient Standard' and the ingredient is of animal origin.

	
	
	
	
	A 'Change' or 'Addition' or 'Deletion' in the 'Animal Part' or 'Animal Preparation' or 'Animal Type' fields when the ingredient role is 'Active Standard' or 'Active Homoeopathic' or 'Excipient Standard' and the ingredient is of animal origin.

	
	
	
	
	A 'Change' in the 'Is this ingredient of human or animal origin?' field when the ingredient role is 'Active Standard' or 'Active Homoeopathic' or 'Excipient Standard'.

	
	
	
	
	A 'Change' or 'Addition' or 'Deletion' in the 'Country of Origin' field when the ingredient role is 'Active Standard' or 'Active Homoeopathic' or 'Excipient Standard' and the ingredient is of animal origin.

	GNL20
	Addition of any information that was previously neither required nor mandatory, for example:
declaring the quantity of a component of an ingredient where the component has become mandatory to declare and is now subject to a quantity restriction; or
declaring the quantity of an excipient ingredient that becomes a ‘restricted ingredient’ where this was previously not declared.
	NA
	Administrative
	NA



	Change table: Formulation changes – active ingredients

	Change code
	Change
	Legislative basis
	Application Type
	Application form change

	[bookmark: _Ref232600413]ACV1[footnoteRef:3] [3:  There may be limited instances where, subject to the facts, changing the information about an existing active AHN or AHS type ingredient does not give rise to a ‘different’ ingredient or different quantity of the ingredient such as where the chemical constituent profile or the concentration of chemical constituents of the proposed herbal ingredient compared to the current ingredient is demonstrably the same. If this applies to your proposed change, please contact nonprescriptionmedicines@health.gov.au prior to submission of your application.] 

	A different quantity of an active ingredient including by specifying a different quantity of equivalent herbal material where the ingredient type is AHN or AHS.
	23
	New
	A 'Change' in the 'Ingredient Quantity' or 'Ingredient Unit' fields when the ingredient role is 'Active Standard' or 'Active Homoeopathic'.

	
	
	
	
	A 'Change' in the 'Ingredient Quantity' or 'Ingredient Unit' fields when the ingredient role is 'Proprietary Ingredient’ and the ingredient type is 'Active'.

	
	
	
	
	A ‘Change’ in the ‘Equivalent Quantity’ or ‘Equivalent Unit’ fields when the role is ‘Active Standard’ or ‘Active Homoeopathic’ and the ingredient type is ‘AHN’ or ‘AHS’.

	ACV2
	A different quantity of a component (other than a standardised component) of an active ingredient, and the component is a restricted ingredient.
	23
	New
Grouping[footnoteRef:4] [4:  ‘Grouping’ applies where the component, subject to the proposed change in quantity or concentration, is not an active ingredient (including active component of the active ingredient) as per provision 5.1.a.I of the Groups Order. If this applies to your proposed change, please contact nonprescriptionmedicines@health.gov.au prior to submission of your application.] 

	A ‘Change’ in the ‘Component Quantity’ or ‘Component Unit’ fields when the ingredient role is ‘Active Standard’ or ‘Active Homoeopathic’ and the ‘Component is a restricted ingredient’.

	ACV3
	A different quantity of a component (other than a standardised component) of an active ingredient, and the component is not a restricted ingredient.
	9D
	Variation
	A 'Change' in the 'Component Quantity' or 'Component Unit' fields when the ingredient role is 'Active Standard' or 'Active Homoeopathic' and the 'Component is not a restricted ingredient'.

	ACV43
	A different active ingredient, including, for an existing ingredient:
changing the plant part or plant preparation where the ingredient type is AHN
changing the equivalent herbal material where the ingredient type is AHN or AHS
changing the solvent(s)/solvent ratio where the ingredient type is AHN
changing, adding or removing a step in the preparation of an ingredient where the ingredient type is AHN; or
specifying a different final preparation (extraction or dilution) ratio of an ingredient where the ingredient type is AHN.
	23
	New
	A 'Change' in the ‘Plant Part’ field when the ingredient role is 'Active Standard' or ‘Active Homoeopathic’ and the ingredient type is 'AHN'.

	
	
	
	
	A ‘Change’ in the ‘Plant Preparation’ field when the ingredient role is ‘Active Standard’ and the ingredient type is ‘AHN’.

	
	
	
	
	A ‘Change’ in the ‘Equivalent Preparation’ field when the ingredient role is ‘Active Standard’ or ‘Active Homoeopathic’ and the ingredient type is ‘AHN’ or ‘AHS’.

	
	
	
	
	A ‘Change’ or ‘Addition’ or ‘Deletion’ in the ‘Preparation Step’ field when the ingredient role is ‘Active Standard’ or ‘Active Homoeopathic’ and the ingredient type is ‘AHN’.

	
	
	
	
	A ‘Change’ in the ‘Final Preparation Ratio’ field when the ingredient role is ‘Active Standard’ and the ingredient type is ‘AHN’.

	
	
	
	
	A 'Change' or ‘Addition’ or ‘Deletion’ in the 'Solvent Name' or 'Solvent Percentage' fields when the ingredient role is 'Active Standard' and the ingredient type is 'AHN'.

	
	
	
	
	A 'Change' or 'Addition' or 'Deletion' in the 'Ingredient Name' field when the ingredient role is 'Active Standard' or 'Active Homoeopathic'.

	
	
	
	
	A 'Change' in the 'Preparation Ratio' field when the ingredient role is 'Active Standard' and the ingredient type is 'AHN'.

	ACV5
	A change in the component on which an active ingredient is standardised where there is no change to the quantity of the components of the active ingredient.
	9D
	Variation
	A ‘Change’ in the ‘Component standardised on this ingredient?’ field when the ingredient role is ‘Active Standard’ or ‘Active Homoeopathic’.

	ACV6
	A different quantity of a standardised component of an active herbal ingredient, where the ingredient type is AHN.
	23
	New
	A ‘Change’ in the ‘Component Quantity’ or ‘Component Unit’ fields when the ingredient role is ‘Active Standard’, the ingredient type is ‘AHN’ and the ‘Component is standardised’.





	Change table: Formulation changes – homoeopathic ingredients

	Change code
	Change
	Legislative basis
	Change Type
	Validation Rule Description

	HOM1
	A change to the potency of an active homoeopathic ingredient.
	23
	New
	A 'Change' in the 'Potency' field when the ingredient type and role is 'Active Homoeopathic'.

	HOM2
	A change to the percentage of diluent of a homoeopathic ingredient where the diluent is a restricted ingredient.
	23
	Grouping
	A 'Change' in the 'Diluent Percentage' field when the ingredient type and role is 'Active Homoeopathic' and the ‘Diluent is a restricted ingredient’.

	HOM3
	A change to the percentage of diluent associated with a homoeopathic ingredient where the diluent is not a restricted ingredient.
	9D
	Variation
	A ‘Change’ in the ‘Diluent Percentage’ field when the ingredient type and role is ‘Active Homoeopathic’ and the ‘Diluent is not a restricted ingredient’.

	HOM4
	A change to the description on the label of an ingredient that is an active homoeopathic ingredient where the potency does not change.
	9D
	Variation
	A 'Change' in the 'Label Name & Potency' field when the ingredient type and role is 'Active Homoeopathic'.



	Change table: Formulation changes – excipient ingredients

	Change code
	Change
	Legislative basis
	Change Type
	Validation Rule Description

	[bookmark: _Ref233900630]EXP1[footnoteRef:5] [5:  There may be limited instances where, subject to the facts, changing the information about an existing excipient AFN, AHN or AHS type ingredient does not give rise to a ‘different’ ingredient or different quantity of the ingredient such as where the chemical constituent profile or the concentration of chemical constituents of the proposed herbal ingredient compared to the current ingredient is demonstrably the same. If this applies to your proposed change, please contact nonprescriptionmedicines@health.gov.au prior to submission of your application.] 

	A different fragrance, flavour, colour or printing ink (FFCPI) excipient ingredient, including, for an existing FFCPI ingredient:
changing the equivalent herbal material where the ingredient type is AHN, AHS or AFN
changing the plant part or plant preparation where the ingredient type is AHN or AFN
changing the solvent(s)/solvent ratio where the ingredient type is AHN
changing, adding or removing a step in the preparation of an ingredient where the ingredient type is AHN; or
specifying a different final preparation (extraction or dilution) ratio of an ingredient where the ingredient type is AHN.
	23
	Group[footnoteRef:6] [6:  In some circumstances, a ‘Grouping’ application associated with change code EXP1 will need to be assessed by a TGA delegate, for example where the TBS system does not recognise the role of an excipient ingredient as having an FFCPI purpose. If this applies to your proposed change, please contact nonprescriptionmedicines@health.gov.au to discuss submission of a TGA delegate considered application.] 

	A 'Change' in the 'Equivalent Preparation' field when the ingredient role is 'Excipient Standard', the ingredient type is 'AHN' or ‘AHS’ or ‘AFN’ and the ingredient purpose is 'Colour' or 'Flavour' or 'Fragrance (perfume)' or 'Ink'.

	
	
	
	
	A 'Change' or 'Addition' or 'Deletion' in the 'Ingredient Name' field when the ingredient role is 'Excipient Standard' and the ingredient purpose is 'Colour' or 'Flavour' or 'Fragrance (perfume)' or 'Ink'.

	
	
	
	
	A 'Change' in the 'Plant Preparation' field when the ingredient role is 'Excipient Standard', the ingredient type is 'AFN' and the ingredient purpose is 'Colour' or 'Flavour' or 'Fragrance (perfume)' or 'Ink'.

	
	
	
	
	A 'Change' in the 'Plant Part' or 'Plant Preparation' fields when the ingredient role is 'Excipient Standard', the ingredient type is 'AHN' and the ingredient purpose is 'Colour' or 'Flavour' or 'Fragrance (perfume)' or 'Ink'.

	
	
	
	
	A 'Change' or 'Addition' or 'Deletion' in the 'Solvent Name' field when the ingredient role is 'Excipient Standard', the ingredient type is 'AHN' and the ingredient purpose is 'Colour' or 'Flavour' or 'Fragrance (perfume)' or 'Ink'.

	
	
	
	
	A 'Change' in the 'Solvent Percentage' field when the ingredient role is 'Excipient Standard', the ingredient type is 'AHN' and the ingredient purpose is 'Colour' or 'Flavour' or 'Fragrance (perfume)' or 'Ink'.

	
	
	
	
	A 'Change' or 'Addition' or 'Deletion' in the 'Preparation Step' field when the ingredient role is 'Excipient Standard', the ingredient type is 'AHN' and the ingredient purpose is 'Colour' or 'Flavour' or 'Fragrance (perfume)' or 'Ink'.

	
	
	
	
	A 'Change' in the 'Final Preparation Ratio' field when the ingredient role is 'Excipient Standard', the ingredient type is 'AHN' and the ingredient purpose is 'Colour' or 'Flavour' or 'Fragrance (perfume)' or 'Ink'.

	
	
	
	
	A 'Change' in the 'Preparation Step Ratio' field when the ingredient role is 'Excipient Standard', the ingredient type is 'AHN' and the ingredient purpose is ‘Colour’ or ‘Flavour’ or ‘Fragrance (perfume)’ or ‘Ink’.

	EXP25
	A different excipient ingredient other than a fragrance, flavour, colour or printing ink ingredient, including for an existing ingredient:
changing the equivalent herbal material where the ingredient type is AHN, AHS or AFN
changing the plant part or plant preparation where the ingredient type is AHN or AFN
changing the solvent(s)/solvent ratio where the ingredient type is AHN
changing, adding or removing a step in the preparation of an ingredient where the ingredient type is AHN
specifying a different final preparation (extraction or dilution) ratio of an ingredient where the ingredient type is AHN
adding, removing or replacing a residual solvent or carrier for an ingredient (either active or excipient) where the ingredient type is AHN; or
adding, removing or replacing a diluent for an active homoeopathic ingredient.
	23
	New
	A 'Change' or 'Addition' or ‘Deletion’ in the 'Ingredient Name' field when the ingredient role is 'Excipient Standard' and the ingredient purpose is not 'Colour' or 'Flavour' or 'Fragrance (perfume)' or 'Ink'.

	
	
	
	
	A 'Change' in the 'Equivalent Preparation' field when the ingredient role is 'Excipient Standard', the ingredient type is 'AFN' or 'AHN' or ‘AHS’ and the ingredient purpose is not 'Colour' or 'Flavour' or 'Fragrance (perfume)' or 'Ink'.

	
	
	
	
	A 'Change' in the 'Plant Part' or 'Plant Preparation' fields when the ingredient role is 'Excipient Standard', the ingredient type is 'AFN' or 'AHN' and the ingredient purpose is not 'Colour' or 'Flavour' or 'Fragrance (perfume)' or 'Ink'.

	
	
	
	
	A 'Change' or 'Addition' or 'Deletion' in the 'Solvent Name' field when the ingredient role is 'Excipient Standard', the ingredient type is 'AHN' and the ingredient purpose is not 'Colour' or 'Flavour' or 'Fragrance (perfume)' or 'Ink'.

	
	
	
	
	A 'Change' in the 'Solvent Percentage' field when the ingredient role is 'Excipient Standard', the ingredient type is 'AHN' and the ingredient purpose is not 'Colour' or 'Flavour' or 'Fragrance (perfume)' or 'Ink'.

	
	
	
	
	A 'Change' or 'Addition' or 'Deletion' in the 'Preparation Step' field when the ingredient role is 'Excipient Standard', the ingredient type is 'AHN' and the ingredient purpose is not 'Colour' or 'Flavour' or 'Fragrance (perfume)' or 'Ink'.

	
	
	
	
	A 'Change' in the 'Final Preparation Ratio' field when the ingredient role is 'Excipient Standard', the ingredient type is 'AHN' and the ingredient purpose is not 'Colour' or 'Flavour' or 'Fragrance (perfume)' or 'Ink'.

	
	
	
	
	A 'Change' or 'Addition' or ‘Deletion’ in the 'Carrier' field when the ingredient role is ‘Active Standard’ or 'Excipient Standard' and the ingredient type is 'AHN'.

	
	
	
	
	A 'Change' or 'Addition' or ‘Deletion’ in the 'Solvent Residue Name' field when the ingredient role is ‘Active Standard’ or 'Excipient Standard' and the ingredient type is 'AHN'.

	
	
	
	
	A ‘Change’ in the ‘Preparation Step Ratio’ field when the ingredient role is ‘Excipient Standard’, the ingredient type is ‘AHN’ and the ingredient purpose is not 'Colour' or 'Flavour' or 'Fragrance (perfume)' or 'Ink'.

	
	
	
	
	A ‘Change’ in the ‘Diluent Not Present’ field when the ingredient role is ‘Active Homoeopathic’.

	
	
	
	
	A’ Change’ or ‘Addition’ or ‘Deletion’ in the ‘Diluent’ field when the ingredient role is ‘Active Homoeopathic’.

	EXP35
	A different quantity of an excipient that is a restricted ingredient, including by specifying a:
different quantity of equivalent herbal material where the equivalent is a restricted ingredient and the ingredient type is AHN, AHS or AFN; or
different quantity of a carrier or residual solvent for an existing AHN or AFN type ingredient (active or excipient) and the carrier or residual solvent is a restricted ingredient.
	23
	Group
	A 'Change' in the 'Ingredient Quantity' or 'Ingredient Unit' fields when the ingredient role is 'Excipient Standard' and the 'Ingredient is restricted'.

	
	
	
	
	A 'Change' in the 'Carrier Quantity' or 'Carrier Unit' fields when the ingredient role is ‘Active Standard’ or 'Excipient Standard', the ingredient type is 'AHN' and the 'Carrier is a restricted ingredient'.

	
	
	
	
	A 'Change' in the 'Equivalent Quantity' or 'Equivalent Unit' fields when the ingredient role is 'Excipient Standard', the ingredient type is 'AFN' or 'AHN' or ‘AHS’ and the 'Equivalent is a restricted ingredient'.

	
	
	
	
	A 'Change' in the 'Solvent Residue Quantity' or 'Solvent Residue Unit' fields when the ingredient role is ‘Active Standard’ or 'Excipient Standard', the ingredient type is 'AHN' and the 'Solvent is a restricted ingredient'.

	EXP4
	A different quantity of an excipient that is not a restricted ingredient, including by specifying a:
different quantity of equivalent herbal material where the equivalent is not a restricted ingredient and the ingredient type is AHN, AHS or AFN; or
different quantity of a carrier or residual solvent for an existing AHN or AFN type ingredient (active or excipient) and the carrier or residual solvent is not a restricted ingredient.
	9D
	Variation
	A 'Change' in the 'Ingredient Quantity' or 'Ingredient Unit' fields when the ingredient role is 'Excipient Standard' and the 'Ingredient is not restricted'.

	
	
	
	
	A 'Change' in the 'Equivalent Quantity' or 'Equivalent Unit' fields when the ingredient role is 'Excipient Standard', the ingredient type is 'AHN' or ‘AFN’ or ‘AHS’ and the 'Equivalent is not a restricted ingredient'.

	
	
	
	
	A 'Change' in the 'Solvent Residue Quantity' or 'Solvent Residue Unit' fields when the ingredient role is ‘Active Standard’ or 'Excipient Standard', the ingredient type is ‘AHN’ and the 'Solvent is not a restricted ingredient'.

	
	
	
	
	A 'Change' in the 'Carrier Quantity' or 'Carrier Unit' fields when the ingredient role is ‘Active Standard’ or 'Excipient Standard', the ingredient type is 'AHN' and the 'Carrier is not a restricted ingredient'.

	EXP5
	A different quantity of a component of an excipient, and the component is a restricted ingredient.
	23
	Group
	A 'Change' in the 'Component Quantity' or 'Component Unit' fields when the ingredient role is 'Excipient Standard' and the 'Component is a restricted ingredient'.

	EXP6
	A different quantity of a component of an excipient, and the component is not a restricted ingredient.
	9D
	Variation
	A 'Change' in the 'Component Quantity' or 'Component Unit' fields when the ingredient role is 'Excipient Standard' and the 'Component is not a restricted ingredient'.



	Change table: Formulation changes – proprietary ingredients

	Change code
	Change
	Legislative basis
	Change Type
	Validation Rule Description

	PI01
	Addition, removal or replacement of proprietary ingredient (PI) when the PI purpose is other than as a fragrance, flavour, colour or printing ink.
	23
	New
	A 'Change' or 'Addition' or 'Deletion' in the 'Ingredient Name' field when the ingredient role is 'Proprietary Ingredient (Excipient)' and the ingredient purpose is 'Capsule formulations' or 'Coating solutions' or 'Cream (ointment) bases' or 'Excipient mixes' or 'Oral bases' or 'Preservative mixes' or 'Sweetener '.

	
	
	
	
	A 'Change' or 'Addition' or 'Deletion' in the 'Ingredient Name' field when the ingredient role is 'Proprietary Ingredient (Active pre-mixes)' and the ingredient purpose is 'Active pre-mixes' or 'Herbal Active Pre-Mix '.

	PI02
	Addition, removal or replacement of a PI when its purpose is as a fragrance, flavour, colour or printing ink.
	23
	Group
	A 'Change' or 'Addition' or 'Deletion' in the 'Ingredient Name' field when the ingredient role is 'Proprietary Ingredient (Excipient)' and the ingredient purpose is 'Colour' or 'Flavour' or 'Fragrance (perfume)' or 'Ink'.

	PI03
	A change to the quantity of a proprietary excipient ingredient when the PI is restricted.
	23
	Group
	A 'Change' in the 'Ingredient Quantity' or 'Ingredient Unit' fields when the ingredient role is 'Proprietary Ingredient (Excipient)' and the 'Ingredient is a restricted ingredient'.

	PI04
	A change to the quantity of a proprietary excipient ingredient when the PI is not restricted.
	9D
	Variation
	A 'Change' ate Addition' or 'Update Deletion' in the 'Ingredient Quantity' or 'Ingredient Unit' fields when the role is 'Proprietary Ingredient (Excipient)' and the 'Ingredient is not a restricted ingredient'.


[bookmark: _Toc23199062][bookmark: _Toc77533221][bookmark: _Toc175057744]
Glossary
A glossary may be needed when several terms or acronyms used in the Guidance are specific to the Guidance information and are not listed in the TGA glossary.
	AFN
	Australian Food Name, as defined in the Australian Approved Names List, as updated from time to time.

	AIN
	Australian Ingredient Name, as defined in the Australian Approved Names List, as updated from time to time.

	Carrier
	An excipient ingredient that is added to an active herbal preparation during processing of the raw herbal material.

	Component
	A substance in an ingredient.

	Equivalent preparation
	The starting herbal material used to prepare a herbal preparation (e.g. extract or tincture). The equivalent preparation type is usually the fresh, dry or juice quantity used in a herbal preparation. This field is only applicable when entering AHN, AHS or AFN type ingredients.

	Maximum Recommended Daily Dose (MRDD)
	The total dose recommended to be taken in one day. The MRDD is required if the formulation contains ingredients that are restricted by quantity or concentration in the daily dose.

	Maximum Recommended Single Dose (MSD)
	The quantity of a single dose recommended be taken at one time. MRSD is required if the formulation contains ingredients that are restricted by quantity or concentration in a single dose.


[bookmark: _Related_information]Related information 
www.tga.gov.au/sites/default/files/2023-11/checklists-correcting-artg-entry-for-listed-medicines.pdf


	Therapeutic Goods Administration

	PO Box 100 Woden ACT 2606 Australia
Email: info@tga.gov.au  Phone: 1800 020 653 Fax: 02 6203 1605
https://www.tga.gov.au

	Reference: D26-3650653



OFFICIAL

OFFICIAL

OFFICIAL

image1.png




