APPENDIX A - SCAHLS Validation Template for nucleic acid detection (NAD) TESTS 

The following is a summary of the essential information required to assess the validation status of a nucleic acid detection (NAD) test method.  Validation is the process through which a test method is determined to be fit for purpose.  It is recognized that validation is an incremental process.  The four levels of validation described in this document - Development and feasibility, Diagnostic performance, Diagnostic implementation, and Technology transfer and reproducibility - represent a progression from development through to application. It is proposed that these guidelines be used to assemble the essential data used for the evaluation of a new NAD test, NAD kit or essential NAD reagent(s). 

Proposals will be reviewed by the New Test Development (NTD) working group of SCAHLS according to SCAHLS Policy.

NOTE: Please save completed documents as ‘client name_ test name_ SCAHLS_NTDWG_NAD review_date.doc’ and forward for review to the SCAHLS Executive Officer (SCAHLS mailbox) for lodgement and forwarding to the Chair SCAHLS New Test Development working group.

	
	[name] PCR [or other NAD test]
	Comments/DeScription

	1
	Background
	

	1.1
	Applicant

(Name and full contact details) 

(Job title within organization)

(Type of organization i.e. commercial, institutional or governmental)

Please advise if any or all of the information is to be treated as 
‘commercial–in–confidence’?
	( Yes ‘commercial in confidence’
 ( Not commercially sensitive 

If yes, then it is up to the submitter to arrange appropriate formal agreements if considered necessary

	1.2
	Agreement to SCAHLS policy and procedures
	I have read and understood the SCAHLS New Test Development and Evaluation Policy and Procedure.  I accept that the information within this application will be reviewed by technical experts as determined by SCAHLS. 

Signed by Applicant:……………………………………………….

	1.3
	Intended purpose of the TEST

(Should fit one of the 6 OIE ‘Statement of Purpose’ - check at least one)

Provide a brief description of micro organism/disease, the species the test will be used on, with background on why the new technology has been developed
	( Population freedom (declaration)
 ( Animal Disease freedom (trade) 
( Eradication/control
 

( Investigation of clinical signs
 ( Prevalence estimate (risk analysis) 
( Infection status



	1.4
	Description of the TEST

(Type of PCR/TEST, whether derived from published or in-house design)

(Expected sample/tissue type to be tested:  preservative used, age/shelf life, temperature, transport requirements)
	

	1.5
	References 

(Provide relevant references including any that the test was based on; list publications resulting from this work if already published or submitted)
	

	1.6
	 Test method protocol 

(Sufficient detail needs to be provided so that the test can be repeated by someone with experience in the basic technique)
	To be provided in Appendix A, as it would be appear in the ANZSDP

	2
	Development and feasibility
(Describe and reference for each parameter)
	

	2.1
	Prior treatment of specimen

(Selection of specimens, include collection, transport, method of preparation, concentration, Na extraction etc, etc)
	

	2.2
	BlastN analysis of primers and probes

(Describe the specificity of the primers/probes and list hits that may produce confounding results)
	

	2.3
	Test optimisation

(Describe what optimisation has been conducted)
	

	2.4
	Feasibility testing

(Should include a minimum of10 samples/ strains with the gene of interest)

Use target microorganism at varying concentrations consistent with expected range in clinical (test) samples 
	

	2.5
	Repeatability and reproducibility

(Repeatability; testing conducted with the same method on identical samples in the same laboratory by the same operator using the same equipment within short intervals of time. Reproducibility; testing conducted by different operators, preferably different laboratories)

Include number of replicates & any comments from other laboratories (see also section 4) 
	

	2.6
	Analytical sensitivity 

(Limit of detection using purified DNA/RNA and/or whole cell/particles numbers including spiked biological samples)

Compare with other methods including Gold Standard
	

	2.7
	Analytical specificity 

(Differentiation of target agent from a range of other non-target but related infectious agents, and approximately 10 biological samples not containing the target organism)

Specify basis for selection of targets e.g. chosen on basis of found in similar environments, produce similar symptoms or have similar taxonomy.

Include a comparison of results with a Gold Standard
	

	2.8
	Range

(The upper and lower concentrations of an infectious agent in a sample in which the agent can be reliably and reproducibly detected)

Give as DNA concentration and/or  as cell/particle numbers per ml or per gram of specimen sample
	

	3
	DIAGNOSTIC PERFORMANCE

(Describe and reference for each parameter)
	

	3.1
	Assay interpretation

(Describe interpretation including expected results from positive and negative samples)
	

	3.2
	Precautions to avoid false-positive results

(Incorporation of negative controls and reagent controls, and further analysis for example)
	

	3.3
	Precautions to avoid false-negative results

(Describe recommended positive and internal controls and spiked samples to be used)
	

	3.4
	Diagnostic sensitivity

(Proportion of known infected reference animals that tested positive in the assay)

A reasonable number of known infected animals should be tested, the numbers will depend on the population of animals available and the disease process, relative sensitivity compared to other methods can be provided; include 2x2 calculations(n=100 may be seen as ideal)
	

	3.5
	Diagnostic specificity

(Proportion of known uninfected reference animals that tested negative in the assay)

A reasonable number of animals from known uninfected herds/flocks should be tested, the numbers will depend on the population of animals available and the disease (n=300 may be seen as ideal)
	

	4
	Technology transfer and reproducibilty

(Describe and reference for each parameter) 
	

	4.1
	Technology transfer

(Evidence and method of technology transfer)
How was the technology transferred and to which laboratories?

Details of the number and type of samples and their results

How did the test perform in other laboratories in comparison to the originating laboratory?
	

	4.2
	Monitoring validity of assay performance

(Discrepant analysis, i.e. use of a different test to confirm findings or retesting the sample or animal for example)
Interpret with knowledge of the positive and negative predictive values
	

	4.3
	Maintenance and enhancement of validation criteria

(Must include description of a range of appropriate test controls, including plans for continuous validation assessment)
	

	5
	DIAGNOSTIC IMPLEMENTATION

(Describe and reference for each parameter)
	

	5.1
	Essential reagents and supply

(Provide a description of any essential reagents, preferred suppliers, and a statement regarding their continuous availability of supply)
	

	5.2
	Application

(In what other laboratories is the  test being used or intended to be used, what national or State programs will it support – are there any implications)

What reporting format is recommended?
Is there an agreed reporting mechanism if it is not an endemic disease?
	

	5.3
	Quality Assurance

(Will the test will be included in Quality Assurance programs? - ANQAP, other)
	

	6
	RECORD OF REVIEW PROCESS 

(All following spaces to be completed by the Chair of the SCAHLS New Test Development Group or E/O SCAHLS)
	NEW TEST DEVELOPERS - PLEASE DO NOT ENTER ANYTHING IN THE FOLLOWING BOXES – OFFICE USE ONLY



	6.1
	Date referred
	dd/mm/yyyy

	6.2
	List of experts consulted in the approval process and their area of expertise/background
	

	6.3
	Description of the review process undertaken (e-mail consultation, teleconference, face to face meetings etc)
	

	6.4
	Review result (check one and provide reason)
	( Recommended to SCAHLS and AHC
( Not recommended 

Reason:

	6.4
	Date of Decision and Reporting
	Decision: dd/mm/yyyy


Reported: dd/mm/yyyy

	6.5
	Process for Reporting the Recommendation
	( From Chair NTD working group

( From Chair NTD working group directly to client 
 through EO and Chair SCAHLS

 


APPENDIX A-1.5

Test method protocol for [name] PCR [or other NAD method] 

for inclusion in the ANZSDP for [NAME] disease

(Sufficient detail needs to be provided so that the test can be repeated by someone with experience in the basic technique). This detailed method is normally included in the ANZSDP Appendix.

Include such things as:

Reagents (including any preferred suppliers)

Equipment/platforms (including software)

Safety/bio-safety precautions/special laboratory requirements

Test procedures

Calibration required

Specimen collection and handling and treatments

Test acceptance criteria

Result interpretation

Any technical qualifications

Throughput and turn around time expectations
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