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New Medicine Application for Consent by Verification
Section 22C (1) of the Medicines Act 1981 (‘the Act’)

· Complete one copy of this form for each application for consent by verification.
· Additional names, strengths or dosage forms can be included in the form only if assessed and approved under the same assessment process by the Primary Recognised Regulatory Authority and the Secondary Recognised Regulatory Authority respectively.
· Complete all relevant sections of the form.

Section 1: Details of the proposed product


	1.1 Type of product and application

	Choose an item.


	1.2 Product details table
Insert additional lines to the table for each separate product.



	Product name (include identifier in brackets if relevant)
	Active ingredient(s) and Strength 
	Dosage form

	
	
	 




	1.3 Route of administration

	

	
	

	1.4 Classification
Search the Classification Database on the Medsafe website for the classification of the active ingredient.
	Choose an item.
	
	

	1.5 ATC classification

	

	Section 2: Recognised regulatory authorities


	Nominate the primary and secondary recognised regulatory authorities (RRAs).  
The application requires evidence of marketing authorisation and assessment reports from both RRAs and the consolidated dossier initially approved by the PRRA (refer to GRTPNZ: Verification pathway for new medicine applications).


	2.1 Primary recognised regulatory authority (PRRA)

	Choose an item.

	
	

	PRRA date of marketing authorisation 

	

	
	

	2.2 Secondary recognised regulatory authority
(SRRA)
	Choose an item.
	
	

	SRRA date of marketing authorisation

	




Section 3: Clinical and bioequivalence information


3.1 Indications

	Indications approved by the PRRA

	

	
	

	Indications approved by the SRRA

	

	
	

	Indications proposed in this application

	




3.2 Reference product used in clinical and/or bioequivalence studies

	Reference product origin

	Choose an item.
	
	

	If other overseas reference product, country of origin

	

	

	

	Reference product name, strength, and dosage form


	







Section 4: International regulatory status


	4.1 Overseas marketing authorisations granted
Do not include the PRRA or SRRA
	

	
	

	4.2 Overseas marketing authorisations pending
	



Section 5: Applicant and Sponsor details


	5.1 New Zealand sponsor 
Company name:
Street address:

	

	5.2 Applicant (sponsor representative submitting the application)
Name:
Job title:
Company name:
Address:

Correspondence about the application and invoices will be sent to this person.
Provide a letter of authorisation for consultants or agents acting for the sponsor, if not already provided.
	

	5.3 Email address:
Correspondence about the application and invoices will be sent to this email address.
Use a generic company email address, if available.
	




Section 6: Fees and Invoice details

All fees are GST inclusive and are non-refundable.

6.1 Application fees

	Validation stage (Invoice 1)
	

	Validation fee
	$1,730

	Application fee (Invoice 2)
Invoice 2 is issued after acceptance following validation
	Fee
	Select one

	[bookmark: _Hlk233114368]New higher-risk medicine containing one or more new active substances (NCE)
	$42,601
	☐
	Any other new higher-risk medicine
	$31,951
	☐
	New intermediate-risk medicine – prescription medicine
	$21,301
	☐
	New intermediate-risk medicine – non-prescription
	$21,301
	☐


6.2 Invoice details
Separate invoices will be issued for the validation fee and the application fee. 

	Validation fee (invoice 1)
	$ 1,730

	Application fee (invoice 2)
	Choose an item.
	
	

	Comments
	

	Customer reference code for invoices 
(Optional; maximum 20 characters):
	




Section 7: Product formulation

7.1 Formulation table
Complete one copy of the formulation table for each separate formulation in the application.  For example, insert an additional copy of the table for placebo tablets or diluent presentations supplied in the medicine pack, and additional strengths and/or dosage forms included in the application. 
Ensure all information is consistent with module 3.2.P.1 in the dossier.
For active ingredients that are salts/hydrates, state the quantity of the full salt/hydrate form and include the equivalent quantity of free base in brackets or as a footnote.

	Description of component

	

	Name of ingredient 

	Type of ingredient
	Quantity 
(Specify units)
	Quality standard 

	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	



7.2 Proprietary ingredients
Complete one copy of the Proprietary ingredients table for each proprietary ingredient in the formulation.
Select and complete the option that applies.

	 ☐
	The supplier has previously provided the quantitative formulation to Medsafe
	Name:
Supplier code:
Medsafe reference number:
	

	☐ 
	The supplier has provided the quantitative formulation to Medsafe for this application
	Name:
Supplier code:
Date provided:
	

	☐ 
	The quantitative formulation is presented in Module 3

	Module/document/page reference:
	


Section 8: Packaging, shelf-life and storage conditions

Make a copy of this section for each additional type of container closure system in the application 
8.1 Primary packaging
	Description of container
(e.g. bottle, vial, ampoule, blister strip)
	

	
	

	Materials of construction for container:
	


	
	

	Description of closure components (e.g. child resistant cap, stopper)
	

	
	

	Materials of construction for closure
	


	
	

	A desiccant is included in the container   
No ☐   skip to 8.2
Yes ☐ describe the desiccant in the box to the right and, if it is not an integrated part of the container/closure, include the desiccant label text in module 1.
	 



8.2 Intermediate packaging
	Description and materials of construction:
	



8.3 Secondary packaging
	Description and materials of construction:
	



8.4 Administration device
	Description and materials of construction:
	



8.5 Pack sizes
	List pack sizes:
	




8.6 Shelf-life and storage conditions

Add lines if required to describe all shelf-life details that apply to the product(s).

	Shelf-life
period
	Type of shelf-life
	Storage conditions
	Protect from light
	Protect from moisture
	Do not refrigerate
	Do not freeze

	
	Choose an item.	Choose an item.	☐
	☐
	☐
	☐

	
	Choose an item.	Choose an item.	☐
	☐
	☐
	☐

	
	Choose an item.	Choose an item.	☐
	☐
	☐
	☐



8.7 Package insert
A package insert is to be supplied with the product:

☐ Yes (include a copy of the package insert mock up in module 1)
☐ No





Section 9: Production

Make a copy of the relevant section for each additional manufacturer/packer/testing site in the application.
9.1 Manufacturing of the active ingredients
	Name of drug substance
	

	Name of manufacturing site
	

	Manufacturing site address
	

	Regulatory authority that issued the GMP evidence
	

	GMP evidence reference number
	

	GMP evidence date of expiry
	

	Manufacturing steps carried out at this site (biologicals only)
	

	Select one:
☐ 3.2.S
☐ Certificate of Suitability version number:
☐ DMF (Complete section 10 for each DMF in the application)


	 Letter of access
	
N/A ☐    LOA included ☐



9.2 Manufacturing of the drug product
	Name of manufacturing site
	

	Manufacturing site address
	

	Regulatory authority which issued the GMP certification
	

	GMP evidence reference number
	

	GMP evidence date of expiry
	

	Manufacturing steps carried out at this site
	



9.3 Packing of the drug product
	Name of packing site
	

	Packing site address
	

	Regulatory authority which issued the GMP certification
	

	GMP evidence reference number
	

	GMP evidence date of expiry
	

	Packing steps carried out at this site
	



9.4 Testing of the drug product
	Name of testing site
	

	Testing site address
	

	Regulatory authority which issued the GMP evidence
	

	GMP evidence reference number
	

	GMP evidence date of expiry
	

	Testing carried out at this site
	



9.5 Biostudy/clinical site (if applicable)
	Name of study site
	

	Study site address
	



9.6 Bioanalytical testing site (if applicable)
	Name of testing site
	

	Testing site address
	



9.7 New Zealand site of batch release
	Name of batch release site

	

	Street address of batch release site

	






Section 10: Drug Master File information


☐ The application does not include any DMF.  Skip to section 11.

Complete one copy of Section 10 for each DMF included in the application.  

	10.1 DMF holder

	

	
	

	10.2 DMF holder email address:

	

	
	

	10.3 DMF version approved by PRRA 
Include applicant and restricted parts
	



	
	

	10.4 DMF version approved by SRRA 
Include applicant and restricted parts
	



	
	

	10.5 DMF version submitted for this application 
Include applicant and restricted parts.
Include a justification if there is a difference to the PRRA approved DMF version. Only editorial changes are allowed for any DMF updates since the PRRA approved DMF version.
	





 Section 11: Declarations

	Instructions for completing the declarations section:
Select every declaration that is relevant to the NMA by clicking the checkbox. 
Certify the declarations by signing at the end of the section.


	☐	Submission declaration
In accordance with the Medicines Act 1981, the Medicines Regulations 1984, and the Medicines (Consent by Verification) Rules 2026 I hereby apply for consent to distribute in New Zealand the product described in the New Medicine Application and supporting information. I declare that the information supplied is to the best of my knowledge complete and correct and that no relevant information has been omitted.

	
Labelling declarations

	☐
	One representative label has been submitted for all pack sizes of the same strength and presentation. I declare that the labels for all other pack sizes are identical, except for the statement of pack size.

	☐
	Each label artwork includes its dimensions and the height (as measured in millimetres for capital letters or equivalent) of the smallest mandatory text.


	☐
	All QR codes and/or URLs on the labels comply with Medsafe’s GRTPNZ: Labelling of Medicines and Related Products.

	☐
	The proposed package insert is consistent with the proposed NZ data sheet.

	
Labelling compliance declarations
This section applies to all product labelling, including container and package labels and package inserts.
Complete option 1 if ALL labels are compliant.
Complete option 2 if the application includes a request for time-limited labelling exemption(s).


	
☐
	Option 1: All labels are accurate and compliant 
I declare that all of the labels (including package inserts) for all of the product presentations in this application comply with the requirements of relevant legislation and Medsafe guidelines. All information on the labels is consistent with the details of the medicine proposed for distribution in New Zealand as described in this new medicine application.

	
☐


	Option 2:  The application includes one or more non-compliant labels
· Complete sections 2a and 2b if there are compliant AND non-compliant labels in the application.
· Complete section 2b only if all labels in the application are non-compliant.
Option 2a: Compliant labels 
☐ I declare that all product labels comply with relevant legislation and Medsafe guidelines, except for the labels listed below.
Option 2b: Non-compliant labels 
☐ I request a time-limited labelling exemption under Regulation 12(5) of the Medicine Regulations 1984 for the following labels
[Complete a copy of this table for each label proposed for exemption]

	
	Label for which the exemption is requested
	

	
	Describe the part of the label that is non-compliant
	

	
	Justification for exemption 
Refer GRTPNZ: Labelling of Medicines and Related Products for acceptable grounds for exemption.
If relevant, the justification should address the factors in Medsafe’s guidance on potential out-of-stock situations, available here: https://www.medsafe.govt.nz/medicines/policy-statements/Out%20of%20Stock.asp
	

	Data sheet declaration

	☐	I declare that the proposed data sheet has been prepared in accordance with the current GRTPNZ: Requirements for information for prescribers and consumers, the data sheet template, and template explanatory guide.

	Hazardous substances declarations
Complete option 1 OR option 2

	☐	Option 1: No hazardous substances or new organisms 	
I declare that the proposed product(s) do not contain a hazardous substance or a new organism in accordance with the Hazardous Substances and New Organisms Act 1996 and does not require approval from the Environmental Protection Agency before being released in New Zealand.

	☐	Option 2: Hazardous substances or new organisms
I declare that the proposed product(s) contain a hazardous substance or a new organism in accordance with the Hazardous Substances and New Organisms Act 1996 and requires approval from the Environmental Protection Agency before being released in New Zealand.
Evidence of the application status and approval code is attached.

	Transmissible Spongiform Encephalopathy (TSE) declarations
Complete all applicable options

	☐	Option 1: No materials or ingredients derived from animals
I declare that the proposed product(s) contains no ingredients derived from animals. If applicable, any stearate or stearic acid in the product is derived from a vegetable source.

	☐
	Option 2: Animal derived materials/ingredients – NOT potential source of TSE agents
I declare that the proposed product(s) contains, or comes into contact with during its manufacture, animal-derived materials that ARE NOT potential sources of TSE agents.

	☐	Option 3: Animal derived materials/ingredients – potential source of TSE agents
I declare that the proposed product(s) contains, or comes into contact with during its manufacture, animal-derived materials that ARE potential sources of TSE agents.
Appropriate precautions are taken in accordance with the European Commission and US Food and Drug Administration requirements to minimise the risk of contamination with TSE agents.

	Verification pathway eligibility criteria

	☐	I declare that the proposed product(s) is not pending deferral of full marketing authorisation, or has not had full marketing authorisation rejected or withdrawn, by a recognised regulatory authority for quality, safety, or efficacy reasons.

	☐	I declare that the proposed product(s) has not been subject to any regulatory action that may result or has resulted in a suspension or revocation of the market authorisation by a recognised regulatory authority.

	☐	I declare, the proposed product(s) is identical in all material respects to the product(s) that has full marketing authorisation granted by two or more recognised regulatory authorities

	☐	I declare that the marketing authorisations granted by both the primary recognised regulatory authority and secondary recognised regulatory authority have been made within 4 years of submission of this new medicine application. 

	☐	I declare that the technical dossier (specifically Modules 2, 3, 4, and 5) provided to Medsafe in support of this new medicine application is equivalent in content to that approved by the primary recognised regulatory authority for the initial marketing authorisation.

	☐
	I declare that the proposed product(s) meets all other eligibility criteria of the verification pathway described in the GRTPNZ: Verification pathway for new medicine applications.


	☐	I declare that the Drug Master File(s) held by Medsafe for the drug substance(s) manufactured by the proposed supplier(s) is/are equivalent to the Drug Master File(s) submitted to and approved by the primary recognised regulatory authority. 

	[bookmark: _Hlk116919460]Signature section:
I hereby make all declarations selected above in Section 11 of this form.


Signature:   ________________________________________________________  Date: ___________________ 



	
	

	Section 12: Commitments
	Instructions for completing the commitments section:
Select every commitment that is relevant to the NMA by clicking the checkbox. 
Certify the commitments by signing at the end of the section.

	☐
	New Zealand Data Sheet
An electronic copy of the approved data sheet will be submitted to Medsafe within 10 calendar days of consent by verification being granted.

	☐
	Consumer Medicine Information (CMI)
A CMI that complies with the requirements published on the Medsafe website will be prepared.
An electronic copy of the CMI will be submitted to Medsafe following consent by verification being granted.
The CMI will not be used or included as a package insert unless these requirements have been met.

	☐
	Evidence of Good Manufacturing Practice (GMP) compliance
Updated evidence of GMP compliance that meets the requirements described in the GRTPNZ: Manufacture of medicines will be submitted to Medsafe if any evidence provided in the application expire during evaluation.
Following consent by verification, updated evidence of GMP compliance that meets Medsafe requirements will be submitted to GMP@health.govt.nz within 30 days of the evidence expiring or being superseded.
Medsafe will be notified via recalls@health.govt.nz if the evidence of GMP compliance for any site involved in the manufacture, packing, or testing of the drug substance or drug product is suspended, revoked, or if restricting conditions that limit the scope of the certificate are applied by the issuing regulator.

	☐
	Drug Master File(s) (DMFs)
Following consent by verification, all DMF updates containing material changes other than updates to maintain compliance with the relevant pharmacopoeia monograph, will be submitted to Medsafe as Changed Medicine Notifications as soon as they are available. The drug product marketed in New Zealand will not contain drug substance impacted by any such DMF updates until they have been approved by Medsafe.

	☐
	Certificates of Suitability (CEPs)
All CEP updates other than editorial updates or updates to maintain compliance with the relevant monograph of the European Pharmacopoeia will be notified to Medsafe as soon as they are available. The drug product marketed in New Zealand will not contain drug substance impacted by any such CEP updates until the updates have been notified.

	☐
	Manufacturing process validation
This commitment is required if validation has not been performed on batches at the maximum proposed commercial scale.
Manufacturing process validation will be performed using the first three commercial batches at maximum scale for each strength manufactured using the same process, equipment and controls as product intended for the New Zealand market. Medsafe will be informed of any out-of-specification results or data indicating that batches may be out of specification before the shelf-life is reached.

	☐
	Transmissible Spongiform Encephalopathy (TSE)
Medsafe will be notified if the TSE status of an excipient changes. Any updates to the evidence of suitability with respect to the TSE status will be provided to Medsafe as soon as it is available.

	☐
	Reference standards (biological/biotechnological products only)
Future changes to reference standards will be notified to Medsafe, as described in section 3.2 of the GRTPNZ: Changed Medicine Notifications and Non-Notifiable Changes.

	☐
	Working cell banks or virus seeds (biological/biotechnological products only)
Future changes to working cell banks or virus seeds will be notified to Medsafe, as described in section 9.4 of the GRTPNZ: Changed Medicine Notifications and Non-Notifiable Changes.

	☐
	Post-approval stability (biological/biotechnological drug substance(s) only)
Any ongoing drug substance stability studies will be completed and Medsafe will be informed of any out-of-specification results or data indicating that batches may be out-of-specification before the retest period/shelf-life is reached.

	
☐
	Post-approval stability (ALL drug products)
At least one commercial scale batch of each strength, pack size and pack type will be placed on stability trials (with bracketing as appropriate) under real time (long-term) conditions for the duration of the proposed shelf-life per year of production. The batches will be identical in every respect to those intended for the New Zealand market and Medsafe will be informed of any out-of-specification results or data indicating that batches may be out of specification before the shelf-life is reached.
If stability studies have not been conducted on the maximum proposed commercial batch size, the first three commercial product batches manufactured at maximum scale for each strength, pack size and pack type will be placed on stability, as per the post-approval stability protocol. 

	☐	Post-approval commitments to a recognised regulatory authority
If any commitments were made to a recognised regulatory authority to review drug substance and/or drug product specifications post-approval, the same commitments are made to Medsafe, as follows:


	I hereby make all commitments selected above in Section 12 of this form.


Signature:   ______________________________________________________  Date: ___________________ 




	

	
	


Section 14: Application Checklist

	Please confirm that all documents required for a verification application have been provided, by checking each of the items in the list below.


	Medsafe forms, applicant authorisation, and pre-submission advice
	Yes
	N/A

	Completed NMA form
	☐	

	Letter of authorisation for consultants or agents acting for the applicant, if not previously provided to Medsafe.
	☐	☐
	Copies of any pre-submission advice or correspondence with Medsafe that is relevant to the application.
	☐	☐
	Marketing authorisations

	Evidence of marketing authorisation by the primary recognised regulatory authority, including any attachments.
	☐	

	Evidence of marketing authorisation by the secondary recognised regulatory authority, including any attachments.
	☐	

	Regulatory Authority assessment reports

	Full unredacted assessment reports from the primary recognised regulatory authority. Reports must be provided each dossier module, and for each stage of the primary recognised regulatory authority’s evaluation process.
List here the different application stages for which assessment reports have been provided (e.g. EMA day 80, day 120, day 150, etc):





	☐	

	Other documents relevant to the decision to grant the marketing authorisation by the primary recognised regulatory authority, e.g. documentation regarding the involvement of relevant committees or a delegate’s overview. 
List these here:
1.
2.
3.

	☐	☐



	Full assessment reports from the secondary recognised regulatory authority. Reports must be provided for each dossier module, and for each stage of the secondary recognised regulatory authority’s evaluation process.
List here the different application stages for which the assessment reports have been provided (e.g. EMA day 80, day 120, day 150, etc):





	☐	

	Other documents relevant to the decision to grant the marketing authorisation by the secondary recognised regulatory authority, e.g. documentation regarding the involvement of relevant committees or a delegate’s overview. 
List these here:
1.
2.
3.

	☐	☐
	Technical dossier

	The full consolidated technical dossier in Common Technical Document (CTD) format, excluding Module 1, as approved by the primary recognised regulatory authority at the time of the initial marketing authorisation.
	☐	

	Module 1 of in Common Technical Document (CTD) format, that contains information relevant to the supply and import of the medicine in New Zealand. 
	☐	

	A Drug Master File (DMF) that is the same version approved by the primary recognised regulatory authority 
	☐	☐
	An EDQM Certificate of Suitability (CEP)
	☐	☐
	A complete (unrestricted) 3.2.S that is part of Module 3 of the CTD
	☐	☐
	A ‘letter of access’ from the drug substance manufacturer if a DMF or CEP has been submitted.
	☐	☐
	Evidence of current GMP compliance for each of the drug substance and drug product manufacturing sites (including manufacturing, storage, and maintenance sites for cell banks, and manufacture of drug product intermediates), drug substance and drug product release/stability testing sites, packaging, sterilisation, and secondary packaging sites.
	☐	

	Any risk assessments that relate to product quality that were required by either of the recognised regulatory authorities and was conducted or completed after the marketing authorisation was granted. This includes, but is not limited to, any risk assessments related to product quality that were not reviewed by the recognised regulatory authorities at the time of granting the marketing authorisation.
	☐	☐
	If the medicine is a generic or biosimilar prescription medicine and supporting bioequivalence, biosimilarity, or clinical studies have used a reference product sourced from outside New Zealand, data is included that demonstrates the reference product used in the studies assessed by the primary recognised regulatory authority is essentially similar to the respective New Zealand innovative medicine.
	☐	☐
	Regulatory History

	A table that lists each event that occurred during the initial marketing authorisation application and all post-approval variations for the primary recognised regulatory authority. 
	☐	

	A table that lists each event that occurred during the initial marketing authorisation application and all post-approval variations for the secondary marketing authorisation. 
	☐	









Section 15: Applicant statement



By submitting this form, I confirm that:

1. I am authorised to make this application as the manufacturer or importer of the medicine (New Zealand sponsor) OR a person with legal authority to act on behalf of the New Zealand sponsor noted in section; and
2. The information supplied in this application is truthful and accurate to the best of my knowledge.


	Signature:   ______________________________________________________  Date: ___________________ 
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