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NEW MEDICINE APPLICATION 
Intermediate-risk and Higher-risk Medicine 
Declarations and Commitments Form
Section 21(2), Medicines Act 1981 (‘the Act’)

	Instructions for completing the Declarations and Commitments form:
Submit one copy of this document with the New Medicine Application – Intermediate-risk and Higher-risk Medicine form.  For applications with more than one product, the declarations and commitments must cover all products in the application.
Complete all four sections of the form, including the signatures at the end of Sections 3 and 4.


Section 1: Proposed product details 

	Proposed trade name
	Identifier
(if applicable)
	Drug Substance and Strength
	Dose form

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


[bookmark: _Toc19269781]Section 2: Person submitting the application

	Name, job title and address of person submitting the notification (the applicant):
	





Section 3: Declarations

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

	☐	Submission declaration
In accordance with the Medicines Act 1981 and the Medicines Regulations 1984, 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* of the smallest mandatory text.
(*as measured in millimetres for capital letters or equivalent)

	☐
	All QR codes and/or URLs on the labels comply with Medsafe guidance on Labelling of medicines and related products.

	☐
	The proposed pack 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 (this includes labels eligible for a General Labelling exemption, see Guideline on the Regulation of Therapeutic Products in New Zealand: Labelling of Medicines and Related Products for criteria).
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 reflect the details of the New Medicine Application and 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
	

	
	Part of the label that is non-compliant
	

	
	Justification for exemption 
Refer to Medsafe’s guideline on 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 declarations

	☐	I declare that the proposed data sheet has been prepared in accordance with the current Guidelines on the Regulation of Therapeutic Products in New Zealand.

	☐	Following consent to distribute an electronic copy of the data sheet will be submitted to Medsafe and will comply with the requirements published on the Medsafe website.

	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.

	Declarations for abbreviated evaluation process applications

	☐	I declare that the technical dossier provided to Medsafe in support of this new medicine application is equivalent in content to that approved by the specified recognised overseas regulatory authority.

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

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

	☐	I declare that the proposed product(s) meets all other eligibility criteria of the abbreviated evaluation process, as described in the Guideline on the Regulation of Therapeutic Products in New Zealand: New medicine applications.

	☐	Biostudy Bioequivalence study test product(s):
The test product batch(es) of trial medicine(s) used in any bioequivalence studies is of adequate size (greater than 1/10th of commercial scale or 100,000 units) and representative of the proposed commercial with respect to formulation, manufacture, and quality control.
Comments:

	Comments on declarations:

	[bookmark: _Hlk116919460]Signature section:
I certify all of the declarations selected in Section 3 of this form:

Signature:   ________________________________________________________  Date: ___________________ 



	
	

	Section 4: Commitments
	Instructions for completing the commitments section:
Select every commitment that is relevant to the NMA by clicking the checkbox. 
Validate the commitments by signing at the end of the section.

	☐
	Consumer Medicine Information (CMI)
Following consent to distribute, an electronic copy of the CMI will be submitted to Medsafe and will comply with the requirements published on the Medsafe website. The CMI will not be used or included as a package insert unless these requirements have been met.

	☐
	Good Manufacturing Practice (GMP) certification
Updated GMP certificates that meet Medsafe guidelines on the Manufacture of Medicines will be submitted via the EFT system if any certificates in the application expire during evaluation.
Following consent to distribute, updated GMP certificates that meet Medsafe guidelines on the Manufacture of Medicines will be submitted to GMP@health.govt.nz within 30 days of the certificate expiring or being superseded.
Medsafe will be notified via Recalls@health.govt.nz if the GMP certification for any site involved in the manufacture, packing or testing of the active ingredient or finished 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 to distribute, 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 finished product marketed in New Zealand will not contain any active ingredient that is a product of DMF updates containing material changes until the updates have been approved by Medsafe.

	☐
	Certificates of Suitability (CEPs)
All CEP updates other than updates to maintain compliance with the relevant monograph of the Ph. Eur. will be notified to Medsafe as soon as they are available. The finished product marketed in New Zealand will not contain any active ingredient that is a product of 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 Guideline on the Regulation of Therapeutic Products (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)
The 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.

	Acceptance of commitments:


Signature:   ______________________________________________________  Date: ___________________ 
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