· A2 – Highest performance / highest sensitivity: Please clarify the objective criteria that will be used to determine whether a proposed system represents the manufacturer’s “highest-performance” and “highest sensitivity” commercially available triple quadrupole LC-MS/MS platform. Will compliance be assessed against the technical performance requirements specified in Appendix 1 together with supporting manufacturer and application performance data?

The requirement is that the proposed instrument represents the manufacturer's highest-sensitivity commercially available triple quadrupole LC-MS/MS platform at the tender closing date. Mid-range or legacy platforms will not be considered.
Compliance will be assessed by the Technical Evaluation Team based on the tenderer's submitted technical response and supporting evidence, including relevant manufacturer specifications, objective performance data and application data where appropriate.
The requirement should be interpreted in the context of the overall specification, which requires a flagship, state-of-the-art system designed for ultra-trace quantitative analysis in highly complex matrices and requiring extremely low limits of detection. 
The Contracting Authority will not prescribe a single performance metric as the sole basis for determining "highest sensitivity"; the assessment will consider the overall capability of the proposed platform against the requirements of the specification.





· A3 – LC configuration: Please clarify whether the requirement for “2 sets of binary lines (4 lines in total)” requires two independently controlled binary pumping systems, or whether an alternative LC configuration providing equivalent or greater solvent selection and gradient functionality will be considered compliant.

The requirement for two sets of binary lines (four lines in total) is intended to provide the required solvent-selection and gradient capability for the proposed analytical applications.
The Contracting Authority will consider an alternative LC configuration where the tenderer can demonstrate that it provides equivalent or greater functionality and analytical capability to that specified.
The tenderer should provide sufficient technical information to demonstrate equivalence, including the number and configuration of independently controlled solvent channels, solvent-selection capability, gradient capability and any relevant limitations associated with the proposed configuration.

· A4 – Robustness over 500 injections: Please clarify whether evidence demonstrating less than 20 percent sensitivity loss following greater than 500 injections is required individually for each of the matrices listed, or whether representative data from complex matrices will be considered acceptable. Please also confirm whether this requirement will form part of the installation and acceptance testing.

The requirement is intended to demonstrate the ability of the proposed system to maintain analytical sensitivity during extended operation under challenging analytical conditions.
The Contracting Authority will accept relevant manufacturer and/or application data demonstrating performance over an extended sequence of at least 500 injections, provided that the data are sufficiently representative of the intended applications and demonstrate the required level of performance.
It is not intended that the 500-injection assessment must necessarily be performed separately for every matrix listed, provided that the tenderer can demonstrate that the test conditions and matrices used are suitably representative of the complexity and challenges of the Laboratory's intended applications.
The 500-injection robustness requirement will likely not form part of the post-installation acceptance testing however the finer details re acceptance criteria will be agreed with the winning tenderer for each system being drawn down.

· A17 – Scheduled MRM: Please clarify whether the requirement for “at least 500 scheduled MRM transitions per chromatographic time segment” refers to 500 transitions concurrently active within a single retention time window, or at least 500 scheduled transitions across the overall acquisition method. Please also clarify the criteria by which “maintaining quantitative performance” will be assessed.

The requirement for at least 500 scheduled MRM transitions per chromatographic time segment refers to the capability of the system to accommodate at least 500 scheduled MRM transitions concurrently within the relevant chromatographic time segment, rather than simply 500 transitions distributed across the overall acquisition method.
The tenderer should provide technical information demonstrating the stated capability and explaining the conditions under which the capability is achieved, including any relevant restrictions relating to dwell time, cycle time, retention-time windows or number of concurrent transitions.
Quantitative performance will be considered in terms of the system's ability to maintain suitable sensitivity, selectivity, repeatability (peak area/concentration/no. of data points across the peak) and reliable quantitative measurement when operating with the specified scheduled-MRM workload.

· A25 – PFAS background: Please clarify the test conditions and methodology under which the background PFOS, PFOA, PFHxS and PFNA requirement of less than 20 percent of the legislative limits will be assessed. In particular, please confirm the applicable legislative limits and whether the assessment relates specifically to system-derived background, taking into consideration mobile phases, solvents, analytical columns and consumables.

The PFAS background requirement is to be assessed using the conditions specified by the State Laboratory and is intended to assess contamination/background arising from the complete analytical system.

Appendix III specifies that the complete analytical system, including the LC, autosampler, solvent delivery system and associated plumbing, must routinely produce solvent blanks with no detectable PFAS contamination above 10% of the Laboratory's target limit of quantification for fruit and vegetables, corresponding to 0.001 µg/kg and 0.12 pg injected on-column.

The assessment will therefore take account of the analytical system as configured for use, including relevant solvent delivery components, plumbing and other components/consumables that form part of the analytical flow path.

The PFAS blank and carryover requirements specified in Appendix III will apply for the purposes of post-installation acceptance testing. PFBA is excluded from the relevant blank and matrix LOQ evaluation as expressly stated in Appendix III.
· A27 – Low femtogram and sub-ppt performance: Please clarify whether the performance requirements in A27 may be demonstrated using representative manufacturer and/or application data. Please also confirm whether “detection limits in the low femtogram range” refers to the amount of analyte on-column and whether this requirement applies to representative analytes or all target analytes and matrices.

The performance requirements may be supported by relevant manufacturer and/or application data as part of the technical evaluation. However, the instrument must also demonstrate the specified performance requirements during the post-installation acceptance testing where those requirements are identified in Appendix III.
The requirement for low-femtogram performance should be understood in terms of the absolute quantity of analyte introduced onto the column, where this is specified.
In particular, Appendix III specifies the following on-column quantities for the PFAS matrix LOQ acceptance tests:
· Infant formula: 1.2 pg on-column 
· Fruit and vegetables: 0.12 pg on-column 
· Liver: 24 pg on-column 
· Meat: 6 pg on-column 
· Eggs: 12 pg on-column. 
These matrix LOQs are to be demonstrated using samples prepared according to the Laboratory's extraction procedures and injected on the proposed instrument. 
The A27 requirement is therefore not intended to require demonstration of an identical detection limit for every possible analyte/matrix combination. Compliance will be assessed against the specific performance requirements stated in the tender specification and Appendix III.


· C9/C16 – Installation and acceptance criteria: Please confirm that the performance and acceptance checks detailed in Appendix III constitute the predefined acceptance criteria for the initial instrument and clarify whether any additional performance criteria will be applied during installation and acceptance.
Yes. The checks and acceptance criteria specified in Appendix III constitute the predefined post-installation performance and acceptance criteria for confirming that the initial instrument is fit for purpose. As stated in C9 and C16, “for subsequent instruments purchased from this tender, the checks the State Laboratory will carry out to determine if the instrument is working to an acceptable standard will be detailed in the written specifications document submitted to the vendor at the time of drawdown”.


Appendix III specifies the analytical methods, test conditions and acceptance criteria to be applied following installation, including requirements for sensitivity, selectivity, repeatability, retention-time precision, carryover, calibration linearity and matrix performance.

Additional substantive performance acceptance criteria will only be introduced after tender award where there is a drawdown for an instrument to be used for a different application than those listed in the tender specification however these will be agreed with the successful tenderer in advance of any drawdown.

The successful tenderer will, however, be expected to configure and optimise any subsequent instruments purchased from this tender as reasonably necessary to enable the specified methods and acceptance criteria for those instruments to be demonstrated.

· C10 – Method transfer: Please confirm whether reasonable optimisation of LC-MS/MS parameters and chromatographic conditions will be permitted during transfer of the methods identified in C10 to the proposed system, while maintaining the required analytical performance and validated method objectives.
Reasonable optimisation of LC-MS/MS parameters will be permitted during the transfer of the methods identified in C10 to the proposed system.
Such optimisation may include, where appropriate, source parameters, collision energies, dwell/cycle-time settings, scheduled-MRM parameters, retention-time windows. Chromatographic conditions, mobile-phase composition and gradient conditions must remain the same as the method being transferred.
Any optimisation must maintain the required analytical performance and the objectives and critical performance characteristics of the relevant Laboratory method.
The requirement is therefore not for the successful tenderer to reproduce the existing instrument-specific parameters identically where those parameters are specific to the current LC-MS/MS platform. The objective is successful transfer of the analytical method to the new system while maintaining the required analytical performance but maintaining the same chromatographic conditions.







1. Will the Contracting Authority please provide copies of every existing analytical method that must be transferred under this contract, including the analyte lists, sample-preparation procedures, chromatographic conditions, mass-spectrometer conditions, data-processing requirements and current method-acceptance criteria?

The State Laboratory does not intend to provide full controlled copies of every analytical SOP as part of the tender clarification process.
The methods that are required to be established on the initial instrument to be purchased from this tender, for the purposes of post-installation acceptance, are identified in Appendix III. These comprise LSD A052, LSD A095, LSD A109, LSD A111, LSD A129 and LSD M288, together with the analytes and relevant post-installation acceptance requirements specified therein. 
Following contract award, the successful tenderer will be provided with the information reasonably necessary to facilitate method transfer, including relevant existing instrumental and chromatographic conditions and other method information required to establish the methods on the new system.
The Contracting Authority is not requiring tenderers to independently reconstruct the Laboratory’s validated analytical methods from first principles.
 
2. For each method requiring transfer, on what make and model of LC–MS/MS system is it currently operated, and has the method been fully validated on that system?
The methods concerned are existing Laboratory analytical methods currently operated on LC-MS/MS systems and have been developed and/or validated for their intended Laboratory use.
The purpose of the contract is not to require the successful tenderer to reproduce the existing instrument platform, but to establish the relevant methods successfully on the proposed new system.
Details of the existing instrument-specific parameters and relevant method history will be made available to the successful tenderer as necessary to support method transfer.
Tenderers should base their proposals on their ability to transfer established LC-MS/MS methods to the proposed platform while meeting the acceptance criteria specified in Appendix III.

3. Are tenderers required to demonstrate any or all of the listed methods before contract award, or will method transfer take place only after award and installation? If a pre-award demonstration is required, which methods must be demonstrated and what samples and acceptance criteria will be used? 

Method transfer and formal demonstration of the methods will take place following contract award, delivery and installation of the successful tenderer’s system.
The formal post-installation tests and associated acceptance criteria for the initial instrument purchased from this tender are those specified in Appendix III. Appendix III expressly identifies these as checks to be carried out by the State Laboratory post-installation to confirm that the instrument is fit for purpose.



4. Does “method transfer” mean transferring existing validated methods supplied by the laboratory, developing new ready-to-use methods independently, or a combination of both? If it is a combination, will the Contracting Authority please identify which methods fall into each category?

“Method transfer” in this procurement principally means the transfer and establishment on the new LC-MS/MS platform of existing Laboratory analytical methods.
It does not mean that the successful tenderer is required to develop entirely new analytical methods independently from first principles.
Reasonable optimisation and adaptation of instrument-specific and certain chromatographic parameters will be permitted where necessary to establish the existing methods successfully on the proposed platform, provided that the required analytical performance is maintained.
Any application development or optimisation required specifically to enable the methods identified in Appendix III (for the initial instrument purchased from this tender, or in a written specifications document for any subsequent instruments purchased from this tender) to meet their stated acceptance criteria will be considered part of the method-transfer activity.

 
5. For each method, which activities must the successful tenderer undertake? In particular, does the requirement include sample preparation, extraction, LC optimisation, ion-source optimisation, acquisition-method development, calibration and quality-control preparation, data processing, reproducibility testing, validation or revalidation, and preparation of method documentation?

The successful tenderer will be responsible for the instrument-related activities reasonably required to establish the identified methods on the proposed LC-MS/MS system.
This will include, as appropriate:
· transfer and optimisation of LC-MS/MS acquisition parameters; 
· optimisation of source and compound-dependent parameters; 
· optimisation of dwell times, cycle times and scheduled acquisition settings; 
· reasonable optimisation of certain chromatographic parameters where required; 
· establishment of acquisition and data-processing methods on the new software platform; 
· assistance with calibration, system-suitability and performance testing; and 
· technical/application support during demonstration of the Appendix III (for the initial instrument purchased from this tender, or in a written specifications document for any subsequent instruments purchased from this tender) acceptance criteria. 
Routine Laboratory sample preparation and extraction is the responsibility of the State Laboratory unless otherwise agreed for a specific transfer exercise.
The successful tenderer will not be responsible for undertaking any method validation or revalidation on behalf of the Laboratory. The Laboratory will retain responsibility for validation, accreditation and formal approval of its analytical methods.

 
6. The specification states that the instrument will not be considered installed until the methods are demonstrated to be working to a standard acceptable to the laboratory. What objective, method-specific performance criteria will be used for this assessment, including any requirements for sensitivity, calibration range, accuracy, recovery, precision, repeatability, number of replicates or batches, and allowable failure rates?
The objective performance criteria for formal post-installation acceptance are those stated in Appendix III (for the initial instrument purchased from this tender).
For the Animal Feeds methods, Appendix III specifies, among other requirements:
· signal-to-noise of at least 10:1 for the top two transitions; 
· absence of relevant interference at the analyte retention time; 
· response repeatability of ≤10% RSD over ten injections; 
· retention-time repeatability of ≤2% RSD; 
· carryover of ≤0.2%; and 
· calibration linearity of r² ≥0.99, or the relevant Laboratory requirement, over the stated calibration ranges. 
For LSD A052, Appendix III also requires matrix testing using ten different matrices at the stated spike concentrations. 
For the PFAS method, the method-specific calibration, blank, sensitivity, carryover, matrix LOQ, ion-ratio and repeatability criteria set out in Appendix III will apply.
No additional substantive acceptance criteria will be introduced following award that are not contained in the tender documentation.
For subsequent instruments purchased from this tender, the checks the State Laboratory will carry out to determine if the instrument is working to an acceptable standard will be detailed in the written specifications document submitted to the vendor at the time of drawdown, as documented in section C9 and C16 of Appendix 1.
7. How many of the listed methods must be transferred and accepted before installation can be signed off, and will there be a defined written acceptance protocol agreed with the successful tenderer before installation begins?
All methods identified in Appendix III (for the initial instrument purchased from this tender, or in a written specifications document for any subsequent instruments purchased from this tender) as requiring setup on the new LC-MS/MS system are to be established and the applicable acceptance criteria demonstrated before the instrument is considered fully accepted for operational use.
These comprise the Animal Feeds methods LSD A052, LSD A095, LSD A109, LSD A111 and LSD A129, together with the PFAS method LSD M288. 
Appendix III constitutes the predefined written acceptance protocol for these post-installation checks.
Prior to commencement of the formal acceptance testing, the successful tenderer and the State Laboratory may agree the practical sequencing, scheduling and execution of the tests, provided that this does not alter the substantive acceptance criteria set out in Appendix III.
 
8. The specification indicates that the laboratory will test the instrument using its own samples and applications. Is this testing part of the formal installation-acceptance process or a separate post-installation evaluation? How many samples and methods will be tested, and what acceptance criteria will apply?
Testing using the Laboratory’s own samples and applications forms part of the post-installation fit-for-purpose assessment where expressly specified in Appendix III.
In particular, Appendix III includes matrix-based acceptance testing for LSD A052 and matrix sensitivity/LOQ testing for the PFAS method. 
Testing beyond the predefined Appendix III acceptance checks may be undertaken by the Laboratory as part of its internal commissioning, verification or subsequent method-validation activities, but such additional testing will not introduce new contractual acceptance criteria unless expressly agreed.
The formal contractual acceptance criteria remain those stated in Appendix III (for the initial instrument purchased from this tender, or in a written specifications document for any subsequent instruments purchased from this tender).

9. Which materials will be supplied by the laboratory for the method transfer and acceptance work, including reference standards, internal standards, calibration materials, quality-control samples, matrices, columns, consumables, representative samples, existing acquisition methods, processing methods and historical validation data? Which of these must be supplied by the successful tenderer?
 
The State Laboratory will provide the Laboratory-specific materials and information reasonably required for transfer and acceptance of its existing analytical methods, including, as appropriate:
· existing Laboratory method information;
· chromatographic columns;
· relevant acquisition and processing parameters; 
· representative matrices and/or prepared extracts; 
· Reference standards and internal standards required for the stated methods; 
· relevant calibration and quality-control materials; 
· historical method information where reasonably required to facilitate transfer; and 
· Specific samples required for the Appendix III acceptance tests. 
The successful tenderer will be responsible for providing the instrument, LC-MS/MS system components and any manufacturer-specific consumables, kits, software, accessories or other materials necessary to install, configure and operate the proposed system as tendered.

10. What precise level of post-installation application support is required? Please specify the anticipated number of support days, whether support must be provided on site or may be delivered remotely, the expected timetable, and whether the support includes practical laboratory work or only training and technical guidance.
The post-installation application-support requirement is intended to provide sufficient technical and application-specialist assistance to ensure successful establishment of the specified methods, completion of the Appendix III (for the initial instrument purchased from this tender, or in a written specifications document for any subsequent instruments purchased from this tender) acceptance testing and effective transfer of knowledge to Laboratory staff.
This is at the discretion of the tenderer as the Laboratory cannot predict how much time an Applications person may need or be expected to know their level of expertise.
Support may comprise a combination of on-site and remote support, depending on the activity concerned. Practical instrument and method-transfer work requiring direct access to the system is expected to be provided on site, while appropriate troubleshooting, software guidance and follow-up support may be provided remotely where effective.
The support requirement includes practical assistance with method transfer, optimisation, troubleshooting and successful demonstration of the applicable acceptance criteria, and is not limited solely to classroom-style training.
Tenderers should describe the level of application support included in their offer, including the proposed number of on-site and remote support days and the anticipated delivery timetable.






