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ANNEX A: APPLICATION FORM FOR
TEST METHOD APPROVAL



	Send this application with any supporting documentation to:

Email: approvals@mpi.govt.nz
Ministry for Primary Industries

Approvals Operations (Branch Planning Systems & Support Directorate)

Pastoral House, 25 The Terrace

PO Box 2526, Wellington, New Zealand 6140

Tel: 04 894 2550, fax: 04 894 2566


	Method title:
	

	Applicant details (include name and description i.e. kit manufacturer/distributor, laboratory, dairy processor/exporter).


	

	Public domain or restricted (if restricted name parties restricted to).
	( yes

( no

	Proposed application of method. List the source(s) of the requirement for the testing.


	( to meet NZ regulatory requirements

( to meet export requirements

	Target – what is being measured (organism along with gene/antigen).


	

	Method type (tick box):
	( continuous

( nominal

	Scope – list the categories of dairy material/dairy product this method applies to. Are there specific exclusions, if so why.


	

	Is there an existing MPI approved method for the target/scope? If so please provide details.


	( yes

( no

	Category of approval (tick box):
	( generally approved (international/national) method

( other method

	International / national application of the method (attach evidence) i.e. what competent authorities use this method, what scope and for what specific purpose.
	

	References to international bodies (e.g. IDF). If yes please provide details.


	( yes

( no




	International Assurance (attach evidence):

· Body (e.g. AOAC, AFNOR, and ISO).

· Level of assurance (e.g. official method/performance tested etc).


	

	Validation – 

If the scope is for all dairy products then fermented foods (e.g. Cheese) and high fat foods (e.g. Butter) must be included in the validation.



	Validation - International (attach reference):

Scope must be relevant for classes for which approval was requested.
	

	Validation - Domestic (attach details):

Performance of method against the existing method in an IANZ accredited lab. Product categories within the scope must be addressed.
	

	Fill in required sections below 

	Characteristic
	Continuous method
	Nominal method

	Bias


	
	

	Precision as (tickbox):

( Reproducibility

( Intermediate precision
	
	

	Range
	
	

	Limit of Detection
	
	

	Sensitivity rate
	
	

	Specificity rate


	
	

	Additional information required (please attach):

· Manufacturer’s information and kit insert, manufacturer’s validation report.

· Laboratory protocols (including version no/date).

· Is anything known about limitations e.g. high background (fermented products) or other product characteristics that may limit usefulness?
	


	Signature boxes

	Party seeking approval:


	

	Name of person:


	

	Organisation:


	

	Date:
	Signature:



	Phone:


	Address:



	Fax:


	Email:

	MPI:


	

	Name of persons involved in review
	

	Decision is method approved?
	( yes  ( no

	Is method approved, if yes are there any restrictions?
	( yes  

	
	( no

	Fee to be charged to applicant ($178.25 per hour, minimum charge 1 hour):

	Time taken to review application:
	

	Date:
	

	Signature:
	

	Signature:
	

	Party advised:
	Date:

	Database entry:
	Date:
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