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	TGA USE ONLY


This form, when completed, will be classified as 'For official use only'.
For guidance on how your information will be treated by the TGA see: Treatment of information provided to the TGA at <https://www.tga.gov.au/treatment-information-provided-tga>.
[bookmark: _Toc129333997]Section 19A application form
For approval to import or supply substitute medicines during a shortage of medicines under subsection 19A(1), 19A(1A), 19A(2), 19A(2A) or 19A(2B) of the Therapeutic Goods Act 1989 (the Therapeutic Goods Act).
[bookmark: _Toc129333998]Guidance for applicants
For guidance on importing or supplying substitute medicines during a shortage of medicines, and details on how to apply, see Section 19A: Guidance for industry.
Use a separate application form for each product for which approval is sought.
[bookmark: _Toc129333999]About section 19A
In brief, the TGA can approve the importation or supply of a medicine under section 19A if (among other requirements):
it is in the interests of public health; and
it is approved for general marketing in a foreign country
or
it is under evaluation for registration on the ARTG.

Subject to your application type, there are additional requirements under the relevant subsection in section 19A. These relate to the availability of registered goods or that no such goods exist, or that goods have been cancelled or suspended; the kind of medicine that is the subject of the application; and (where applicable) manufacturing requirements.
For a copy of section 19A of the Therapeutic Goods Act, see Federal Register of Legislation - Australian Government.
Additional permissions or restrictions may be imposed on the importation of the medicine through the following legislation: 
Biosecurity Act 2015
Customs (Prohibited Imports) Regulations 1956
relevant state and territory legislation.
[bookmark: _Toc129334000]Section 1. Applicant details
Section 19A: Guidance for industry – Who can make a section 19A application
Table 1 Applicant details
	Company name:
	[bookmark: CompanyName]     

	TGA Client ID 
(If applicable):
	[bookmark: TGAClientID]     

	ABN:
	[bookmark: ABN]     

	Address:
	[bookmark: Address]     

	City:
	[bookmark: City]     

	State:
	[bookmark: State]     
	Post code:
	[bookmark: PostCode]     

	Phone number for publication:
	[bookmark: PublicationPhone]     

	Applicant name:
	[bookmark: ApplicantName]     

	Applicant position:
	[bookmark: ApplicantPosition]     

	Applicant phone number:
	[bookmark: ApplicantPhone]     

	Applicant email:
	[bookmark: ApplicantEmail]     

	Alternate contact details (optional):
	[bookmark: AlternateContact]     



[bookmark: _Toc129334001]Section 2. Application type
[bookmark: _Toc129334002]2.1 Specify the type of application
Section 19A: Guidance for industry – About section 19A
[bookmark: Check19A1]|_| Medicine sourced from a specified country: subsection 19A(1) – e.g., all ARTG registered goods that could act as a substitute for the goods are unavailable or are in short supply; and the goods are from a country specified by the Secretary or under evaluation by the TGA to be included in the ARTG.
[bookmark: Check19A1A]|_| Medicine sourced from a country that is not specified: subsection 19A(1A) – e.g., all ARTG registered goods that could act as a substitute for the goods are unavailable or are in short supply; and the goods are from a country not specified by the Secretary.
[bookmark: Check19A2]|_| Early access to a medicine under evaluation for inclusion in the ARTG: subsection 19A(2) – e.g., ARTG registered goods that could act as a substitute for the goods do not exist; and the medicine is under evaluation by the TGA to be included in the ARTG.
[bookmark: Check19A2A]|_| Medicine previously registered on the ARTG (or suspended) sourced from a specific country: subsection 19A(2A) – e.g., previously ARTG registered goods could act as a substitute for the goods but are cancelled (or suspended); and the goods are from a country specified by the Secretary.
[bookmark: Sponsor19A2A]|_| I am the sponsor of the medicine cancelled or suspended from the ARTG.
[bookmark: NotSponsor19A2A]|_| I am not the sponsor of the medicine cancelled or suspended from the ARTG.
[bookmark: Check19A2B]|_| Medicine previously registered on the ARTG (or suspended) sourced from a country that is not specified: subsection 19A(2B) – e.g., previously ARTG registered goods could act as a substitute for the goods but are cancelled (or suspended); and the goods are from a country not specified by the Secretary	
[bookmark: Sponsor19A2B]|_| I am the sponsor of the medicine cancelled or suspended from the ARTG.
[bookmark: NotSponsor19A2B]|_| I am not the sponsor of the medicine cancelled or suspended from the ARTG.
[bookmark: _Toc129334003]2.2 Proposed duration of approval
Section 19A: Guidance for industry – Making an application – Section 2 – Application type
Table 2 Proposed duration of approval
	Requested start date:
	Click or tap to enter a date.
	Requested finish date:
	Click or tap to enter a date.
	Reason for duration request:
	[bookmark: ReasonDuration]     


[bookmark: _Toc129334005]
2.3 Details of supply of the section 19A medicine under previous approvals
If there are previous approvals for the medicine under section 19A, add the details of the two most recent approvals below.
If there are no previous approvals, proceed to Section 3

Past approval 1
Table 3 Past approval 1
	Application ID (if relevant):
	[bookmark: UIPastApp1]     

	Approval date:
	Click or tap to enter a date.
	Lapsing or expiry date:
	Click or tap to enter a date.
	Amount of product supplied:
	[bookmark: ProductSuppliedPast1]     



Past approval 2
Table 4 Past approval 2
	Application ID (if relevant):
	[bookmark: UIPastApp2]     

	Approval date:
	Click or tap to enter a date.
	Lapsing or expiry date:
	Click or tap to enter a date.
	Amount of product supplied:
	[bookmark: ProductSuppliedPast2]     



[bookmark: _Toc129334006]Section 3. Availability of goods
[bookmark: _Toc129334007][bookmark: _Hlk129277061]3.1 Details of the medicine that is in shortage, cancelled or suspended
See the Medicine shortage reports database
Table 5 Details of the medicine that is in shortage, cancelled or suspended
	ARTG Number:
	[bookmark: ShortMedARTG]     

	Active name:
	[bookmark: ShortMedActive]     

	Trade name:
	[bookmark: ShortMedTrade]     

	Dosage form:
	[bookmark: ShortMedDosageForm]     

	Strength:
	[bookmark: ShortMedStrength]     

	Medicine shortage notification ID:
	[bookmark: ShortMedID]     


[bookmark: _Hlk129269771][bookmark: _Toc129334008]3.2 Availability of substitute goods 
Section 19A: Guidance for industry – Making an application – Section 3 – Availability of ARTG registered goods
[bookmark: SubGoodsShortSupply]|_| Potential suitable medicines in the ARTG are in short supply or cannot cover demand.
[bookmark: NoGoodsCanSubstitute]|_| There are no registered goods that could act as a suitable substitute for the medicine.
[bookmark: PotSubsCancelled]|_| Goods that could act as a substitute have been cancelled.
[bookmark: PotSubsSuspended][bookmark: _Toc129334009]|_| Goods that could act as a substitute have been suspended.
Section 4. Medicine intended for importation or supply
Section 19A: Guidance for industry – Making an application – Section 4 – Medicine intended to be imported or supplied – Kind of goods
[bookmark: _Toc129334010]4.1 Is the medicine of a kind included in Schedule 10 to the Regulations?
Schedule 10 of the Therapeutic Goods Regulations
[bookmark: Schedule10Yes][bookmark: _Hlk129269995]|_| Yes - select the part and item number that describes the medicine in Schedule 10
[bookmark: Schedule10Part1]|_| Part 1 – Prescription medicines
[bookmark: Schedule10Part2]|_| Part 2 – Complementary medicines
[bookmark: Schedule10Part3]|_| Part 3 – Non-prescription medicines
[bookmark: Schedule10Item]Item number and product:      
[bookmark: Schedule10No]|_| No – the medicine must be specified in a determination under subsection 19A(4)*. 
Details of the Section19A(4) determination
	[bookmark: Section19A4]     


[bookmark: _Hlk129274553][bookmark: _Toc129334011]* There are currently no such determinations; contact us if you require assistance.
4.2 Details of the medicine intended to be imported and supplied under section 19A 
Section 19A: Guidance for industry – Making an application – Section 4 – Medicine intended to be imported or supplied – Details of the medicine
	Active name:
	[bookmark: Active19AMed]     

	Trade name:
	[bookmark: Trade19AMed]     

	Dosage form:
	[bookmark: Dosage19AMed]     

	Strength:
	[bookmark: Strength19AMed]     

	Quantity and container type:
(quantity per pack – e.g. number of tablets per bottle/blister pack or vials per pack; or if supplied as a kit, a description of the contents – and the type of container used for the medicine)
	[bookmark: QtyContainer19AMed]     

	Foreign country in which the medicine is registered or approved for general marketing
	[bookmark: Country19AMed]     

	Foreign approval reference/number
	[bookmark: ApprovalRef19AMed]     



Have you confirmed that you can access and import this medicine, if approved?
[bookmark: NoAccess19AMed]|_| No
[bookmark: YesAccess19AMed]|_| Yes
	Quantity:
	[bookmark: QtyCanAccess19AMed]     

	Lead time: 
	[bookmark: LeadTimeAccess19AMed]     



4.2.1 Indications for the medicine to be supplied under section 19A
Proposed indications:
[bookmark: IndicationsSameCount]|_| Same as indication(s) as those approved in the foreign country
[bookmark: IndicationsSameAustr]|_| Same as the Australian product (medicine in short supply or unavailable)
[bookmark: IndicationsOther]|_| Other proposed indication(s)
Indication(s) approved in the foreign country (if applicable):
	[bookmark: CountryIndications]     



Other proposed indications:
	[bookmark: DetailsOtherIndicati]     



4.2.2 Clinically important differences between the proposed 19A medicine and the medicine included in the ARTG
Provide a brief description of the clinically important differences between the proposed 19A medicine and the medicine included in the ARTG that could act as a substitute that is in shortage or discontinued (if applicable):
	[bookmark: ClinicalDifferences]     



[bookmark: _Toc129334012]4.3 Section 23 application for inclusion in the ARTG
If the medicine for which section 19A approval is being sought is the subject of a section 23 application for inclusion in the ARTG, provide details and proceed to Section 5.
Note: You are not automatically eligible for a section 19A approval if you have lodged a section 23 application.

	TGA Submission ID:
	[bookmark: TGASubmissionID]     

	Anticipated decision date:
	Click or tap to enter a date.


	[image: ]
	Consistent with the Therapeutic Goods Act, approval in a foreign country requires registration or approval for general marketing in that country. Approval for purposes other than general marketing in the nominated country (e.g. export only use) will not be accepted.


[bookmark: _Toc129334013]4.4 Registration or approval in a foreign country specified by the Secretary under subsection 19A(3)
Section 19A: Guidance for industry – Eligibility for section 19A approval – Specified foreign countries
Is the medicine is registered or approved for general marketing in one of the foreign countries specified by the Secretary under subsection 19A(3)?
[bookmark: YesSpecifiedCountry]|_| Yes - select the specified country and proceed to Section 5.

	Select the specified country:
	Choose a country.


	
[bookmark: NotSpecifiedCountry]|_| No - does the medicine and country of registration or approval for general marketing meet the criteria outlined in the Section 19A: Guidance for industry – When a country is not specified?
4.5 Regulatory system and medicine regulation details of the country of approval not specified by the Secretary
Section 19A: Guidance for industry – Making an application – Section 4 – Medicine intended to be imported or supplied – Details of the regulatory system of the country of approval
	Name of the foreign regulator:
	[bookmark: NotSpecifiedRegulato]     

	Approval/reference number:
	[bookmark: AppNoNotSpecifiedCou]     

	Collaborative arrangements of the foreign regulatory system:
	[bookmark: CollabArraNotSpecifi]     

	Which international pharmacopoeia is applied to the medicine?
	[bookmark: Pharmacopoeia]     


	What was the date of registration or general marketing approval?  
	Select date


	Type of assessment:

	|_| The regulatory agency completed a full evaluation of the dossier
OR
|_| The regulatory agency evaluated the medicine based on suitable assessment reports from a comparable overseas regulator 


	Other information:
	[bookmark: OtherNotSpecified]     





[bookmark: _Toc129334015]
List any other regulatory authorities who have assessed the medicine:
	[bookmark: DetailsOtherRegAutho]     




List all other countries who have approved the medicine for general marketing
	[bookmark: OtherCountriesApprov]     




If the medicine is WHO prequalified, specify the details:
	[bookmark: WhoPrequalification]     




Have any safety or other issues been identified with the medicine?
[bookmark: NoSafetyIssues]|_| No – proceed to Section 5
[bookmark: YesSafetyIssues]|_| Yes
List all identified safety or other issues with the medicine
	[bookmark: IdentifiedSafetyIssu]     


How do you propose to mitigate any identified safety concerns for the medicine?
	[bookmark: MitigationSafetyIssu]     


[bookmark: _Toc129334016]
[bookmark: _Section_5._Justification]Section 5. Justification that approval is necessary in the interests of public health
Section 19A: Guidance for industry – Making an application – Section 5 – Justification that supply is in the interests of public health
Provide evidence that the approval (for importation or supply of the medicine) is necessary in the interests of public health. 
Describe the patient[footnoteRef:1] population that uses the medicine: [1:  The patients using the medicine, or on whom, or in relation to whom, the medicine is used.] 

	[bookmark: PatientPopUsesMed]     



What impact does the shortage/unavailability have on the patient population?
	[bookmark: ImpactPatientPop]     



Provide details of clinical considerations (if any) in relation to using potential substitutes that could result in health issues for that population: (specific characteristics of the patient population can be included if necessary)
	[bookmark: ClinicalConPatientPo]     



List all other factors that could influence or have an impact on public health
	[bookmark: OtherImactPubHealth]     


[bookmark: _Hlk129271644]
Does the medicine have any contraindications that are different to the medicine that is unavailable or in short supply?
[bookmark: NoContraindications]|_| No – proceed to Section 6
[bookmark: YesContraindications]|_| Yes
List all contraindications that are different to the medicine that is unavailable
	[bookmark: ListContraindication]     



[bookmark: _Section_6._Packaging][bookmark: _Toc129334017]Section 6. Packaging and labelling
Section 19A: Guidance for industry – Making an application – Section 6 – Packaging and labelling
[bookmark: _Toc129334018]6.1 Approval holder’s name and address
[bookmark: OverstickerLabel]|_| I understand I must over-sticker the overseas medicine label with my company’s Australian name and address 
6.2 Package text in English 
If the overseas label does not identify the active ingredient(s), strength, and dosage form in English, how will you mitigate the risk?
Note: If details other than the Australian sponsor’s name and address will be included on the supplementary label[footnoteRef:2], the labelling will need to be completed in a licenced manufacturing facility. You will need to provide the details of this manufacturer in 8.3 Additional steps manufacturer. [2:  You do not have to provide details of the manufacturer if the step in manufacturing consists of adding the Australian sponsor’s name and address only, as this manufacturer is exempt from requiring a manufacturing licence.] 


Specify how you will mitigate the risk
	[bookmark: MitigateLabelNoEngli]     


[bookmark: _Toc129334019]6.3 Medicine information package insert
Section 19A: Guidance for industry – Making an application – Section 6 – Packaging and labelling – Medicine information package insert
Provide details of any information that will be supplied with the medicine, whether contained in the package or as a Consumer Medicine Information Leaflet:
Details of information that will be supplied with the medicine
	[bookmark: InfoSuppWithMed]     



[bookmark: _Toc129334020]Section 7. Distribution of medicine information
[bookmark: _Hlk129709117]Section 19A: Guidance for industry – Making an application – Section 7 – Distribution of medicine information
7.1 Dear Healthcare Professional Letter
Section 19A: Guidance for industry – Making an application – Section 7 – Dear Healthcare Professional Letter
Provide details on the proposed distribution strategy for the Dear Healthcare Professional Letter (DHPL) that you intend to supply in relation to the medicine.
Distribution strategy for any Dear Healthcare Professional Letter
	[bookmark: DistributionDHPL]     



[bookmark: _Toc129334022]7.2 Other letters
Provide details and proposed distribution strategy of any other letters that you intend to provide to suppliers or consumers of the medicine:
Distribution details of other letters proposed to be provided to suppliers or consumers of the medicine
	[bookmark: DisStratOtherLetters]For example, Dear Wholesaler Letter, Dear Patient or Customer Letter



[bookmark: _Toc129334023]

Section 8. Details of manufacturer(s)[footnoteRef:3] [3:  If there are additional manufacturers, please add them as an attachment to the form.] 

Section 19A: Guidance for industry – Making an application – Section 8 – Details of manufacturers
[bookmark: _Toc129334024]8.1 Finished product manufacturer
6 Finished product manufacturer
	Manufacturer name:
	[bookmark: FinishManName]     

	Site address:
	[bookmark: FinishManAddress]     

	Country:
	[bookmark: FinishManCountry]     

	GMP Licence/ Clearance (or equivalent) issued by:
	[bookmark: FinishManIssuedBy]     

	GMP Licence/ Clearance (or equivalent) ID number:
	[bookmark: FinishManGMPID]     

	GMP Licence/ Clearance (or equivalent) expiry date:
	[bookmark: FinishManExpiry]     



[bookmark: _Toc129334025]8.2 Quality control testing manufacturer 
If the quality control testing manufacturer is different to the finished product manufacturer, provide the manufacturer details:
7 Quality control manufacturer
	Manufacturer name:
	[bookmark: QualityManName]     

	Site address:
	[bookmark: QualityManAddress]     

	Country:
	[bookmark: QualityManCountry]     

	GMP Licence/ Clearance (or equivalent) issued by:
	[bookmark: QualityManIssuedBy]     

	GMP Licence/ Clearance (or equivalent) ID number:
	[bookmark: QualityManGMPID]     

	GMP Licence/ Clearance (or equivalent) expiry date:
	[bookmark: QualityManExpiry]     



[bookmark: _Toc129334026]8.3 Additional manufacturing steps conducted for supply of the medicine in Australia[footnoteRef:4] [4:  E.g. supplementary labelling of information other than the Australian sponsor’s name and address must be done in a GMP facility.] 

Section 19A: Guidance for industry – Making an application – Section 8 – Details of manufacturers – Australian manufacturing steps
If additional manufacturing steps will be conducted for supply of the medicine in Australia provide the manufacturer details:
8 Additional steps manufacturer
	Manufacturer name:
	[bookmark: AdditionalManName]     

	Site address:
	[bookmark: AdditionalManAddress]     

	Country:
	[bookmark: AdditionalManIssuedB]     

	GMP Licence/ Clearance (or equivalent) issued by:
	[bookmark: AdditionalManGMPID]     

	GMP Licence/ Clearance (or equivalent) ID number:
	[bookmark: AdditionalManID]     

	GMP Licence/ Clearance (or equivalent) expiry date:
	[bookmark: AdditionalManExpiry]     



Provide the details of the additional manufacturing steps that will be conducted in Australia
	[bookmark: DetailsAddManSteps]     



[bookmark: _Toc129334027]Section 9. Supporting documents
Section 19A: Guidance for industry – Making an application – Section 9 – Supporting documentation
[bookmark: _Toc129334028]9.1 Documents attached to the application
Confirm the following documents have been attached to the application:
	Supplied
	N/A
	Document

	[bookmark: SuppliedEvidenceMA]|_|
	[bookmark: NAEvidenceMA]|_|
	Evidence of marketing approval for the country specified in Section 4.5-4.6

	[bookmark: SuppliedPIL]|_|
	[bookmark: NAPIL]|_|
	Medicine information package insert(s) or Patient Information Leaflet(s) (PIL)

	[bookmark: SuppliedPI]|_|
	[bookmark: NAPI]|_|
	Product Information or equivalent

	[bookmark: SuppliedPackLabel]|_|
	[bookmark: NAPackLabel]|_|
	Product packaging and label images showing the supplementary label

	[bookmark: SuppliedDHPL]|_|
	[bookmark: NADHPL]|_|
	Draft Dear Healthcare Professional Letter

	[bookmark: SuppliedOtherLetters]|_|
	[bookmark: NAOtherLetters]|_|
	Drafts of other letters proposed to be provided to suppliers or consumers

	[bookmark: SuppliedGMPEvidence]|_|
	[bookmark: NAGMPEvidence]|_|
	GMP evidence



[bookmark: _Toc129334030]9.2 Supporting documents not provided
If any of the supporting documents listed above are not provided, describe why they have not been provided?
Reason supporting documents have not been provided
	[bookmark: ReasonDocsNotSupplie]     



[bookmark: _Hlk129272987][bookmark: _Toc129334029][bookmark: _Toc129334031]9.3 Documents in English
Applications with documentation not in English and without an English translation will not be considered complete and cannot be assessed.
[bookmark: ConfirmEnglishDocs]|_| I confirm all documents I have provided are in English, or are accompanied by a certified English translation
Section 10. Applicant declaration
[bookmark: _Toc129334032]10.1 Privacy information
General privacy information is available on the TGA website.

The TGA is collecting personal information in this form in order to:
· assess the application and issue approval if applicable
· contact the applicant and discuss the application where necessary.
[bookmark: _Toc129334033]10.2 Expert advice
By submitting this application, you agree, unless you opt out below, that the TGA may seek specific expert advice on this application from expert medical groups/advisers for the purposes of assessing whether the approval is necessary in the interests of public health and to assist with a safety assessment. 
Any information is shared in confidence. 
You may opt out of this if you do not wish the TGA to access this expert advice for this application, noting this may mean public health interest cannot be established, including safety aspects, and approval cannot be given. 
[bookmark: OptOut]|_| I wish to opt out

	[image: ]
	Under section 137.1 of the Criminal Code Act 1995, it is an offence to knowingly provide information to a Commonwealth entity that is false or misleading in a material particular, or to omit any information without which the information is misleading in a material particular.
Penalty: 12 months imprisonment.



10.3 Publishing on the TGA Website
If approval is granted, we may publish the company name and phone number in the Section 19A approvals database on the TGA website. 

[bookmark: _Toc129334034]10.4 Declaration
[bookmark: Declaration]|_| I declare that I am authorised to act on behalf of the applicant company and the information contained in this application is complete and correct.
	Name:
	[bookmark: ApplicantNameDec]     

	Position:
	[bookmark: ApplicantPosDec]     

	Signature:
	
	Date:
	Click or tap to enter a date.


[image: ]Post: PO Box 100  Woden ACT 2606  ABN:  40 939 406 804
Phone: 1800 020 653  Fax: 02 6203 1605  Email: info@tga.gov.au  https://www.tga.gov.au
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