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Market Consultation on the Call for Tenders for the FIT Test Method
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Annex 1: Questionnaire for the Market Consultation on the FIT Test Method 


	Name of organisation
	

	Liaison officer
	

	Contact details
(email and telephone number) 
	

	Date
	





	No.
	subject matter
	Question

	
	Total Solution
(components)
	BVO NL intends to procure a FIT test method consisting of the following components: 

i. supplying, testing, putting into operation, maintaining and optimising analytical instruments and peripherals (at multiple locations) and the associated reagents, calibrators and controls (including installation & implementation) for the purpose of automated and validated FIT analysis; 
ii. supplying, testing, putting into operation, maintaining/optimising one or more interfaces between the hardware and software required by the Contractor and BVO NL’s software, which includes ScreenIT (in consultation between BVO NL and the laboratories that will be contracted); 
iii. supplying self-collection tubes, including buffer and instructions for use;
iv. supplying the other consumables for the FIT test method;
v. providing user support (instruction and other support);
vi. providing implementation, regular services and exit services. 


a) Can you supply this Total Solution (either alone or together with subcontractors)? 
b) What Total Solutions do you supply at present?
c) Do you also have an example of instructions for use (package leaflet containing product information) that you could send us?



	Answer:
	

















	No.
	subject matter
	Question

	
	Total Solution
(system)
	a) To what extent does your Total Solution for FIT analysis include a dedicated system (i.e., how compatible all the components mentioned above are) for performing bulk analyses? (See the scope described in section 1.5 of the market consultation document.)
b) Do you have solutions to scan FIT tubes submitted by clients before analysis and exclude selected FIT tubes from further analysis based on information obtained from our screening system? If so, please provide details.

	Answer:
	




	No.
	subject matter
	Question

	
	Capacity 
(testing)
	Once the required analysis capacity has been established, it can be determined how best to distribute it among the laboratories that will be contracted. Our daily testing capacity (see the scope described in section 1.5 of the market consultation document) requires a high processing speed for analysis; can you state how many analyses can be processed per instrument per hour? 

	Answer:
	




	No.
	subject matter
	Question

	
	Collection tubes
(stability). See also Annex 2 Draft SoR B4.4
	a) What are the storage conditions prior to self-collection? 
b) What is the shelf life of the buffer that guarantees the stability of the FIT test? 
c) Can the vendor supply the production process and associated rejection and acceptance reports for all components of the collection tube? What is the basis for the acceptance criteria and how is their fulfilment verified?
d) BVO NL is considering the possibility of conducting a quality clearance test for the self-collection tubes in order to minimise the variation between various batches/lots and consequently ensure a constant screening programme. Can the vendor of the self-collection tubes help set up a quality clearance process to minimise the variation between the various lots, to match the process etc. described by the vendor in answer to point c) above? 

	Answer:
	













	No.
	subject matter
	Question

	
	Collection tubes
(stability). 
	a) Can you indicate how many days, at a minimum, the measurable haemoglobin (Hb) concentration of sampled material in the buffer will remain stable after collection at:
· temperatures up to 45 °C
· temperatures up to 35 °C
· a temperature of 20 °C
· a temperature of 4 °C
· a temperature of -20 °C

b) What factors besides temperature have been examined that might affect the stability of the FIT test, e.g., enzyme inhibitors?

	Answer:
	




	No.
	subject matter
	Question

	
	Collection tubes
(Identification)
	To identify the FIT, the vendor must be able to provide at least one FIT with a unique 1D bar code, including a visually readable coding. Is alternative identifying coding for the FIT test possible?

	Answer:
	




	No.
	subject matter
	Question

	
	Collection tubes (sealing)
	Participants in population screenings sometimes return unused collection tubes. What possibilities do you see for identifying unopened and therefore unused tubes (e.g. sealing)?

	Answer:
	




	No.
	subject matter
	Question

	
	Collection tubes (instructions)
	a) What instructions for use are included with the self-collection test?
b) Can you indicate what instructions are given to maximise uniformity of collection by different clients, to avoid overfilling the self-collection tubes with faeces?

	Answer:
	




	No.
	subject matter
	Question

	
	Analysis method 
(specifications)

	In the current screening programme, FIT tests are requested at two-year intervals, and referral for a colonoscopy is based on the current cut-off of 47ug/g faeces. With the current testing method, that concentration leads to a colonoscopy referral rate of around 5%. We are aware that, due to lack of standardisation in the FIT methods, a different cut-off should be chosen for your test to achieve the same referral rate. In time, a situation could arise where the area below the established cut-off is also included in determining the optimal invitation interval. It is therefore important for the results in the low area to be constant. 


a) Can you indicate whether, and if so how, the cut-off in your measurement system can be selected in such a way that our current referral rate can be continued, ensuring that the right clients are referred?
b) Can you explain how the calibration curve is made, and using what components?
c) What is your method’s metrological traceability chain, and can you explain how you ensure that this chain remains intact for each individual lot of reagent/calibrator?
d) Can you provide the linearity for the entire measurement range, and the low range in particular, for the FIT test? How do you guarantee those results?
e) Can you state what your method’s intermediate precision is at the level of the envisaged cut-off? At what concentration do you estimate this to be with your method?
f) Can you state what your method’s limit of detection (‘LOD’) and limit of quantitation (‘LOQ’) are, and what the standard of precision is at these levels?
g) For all the above questions, can you explain how your production process ensures that your performances are at all times as envisaged? 

	Answer:
	




	No.
	subject matter
	Question

	
	Analysis method (specifications)
	a) Can the vendor of the FIT method supply the production process for all components, including traceability to the lot numbers of the source products and associated quality requirements, plus the associated rejection and acceptance reports?
b) BVO NL performs quality clearance tests for critical reagents that are used at multiple laboratories (see Question 3) in order to minimise the variation between the various lots and consequently ensure a constant screening programme. Can the vendor of the FIT method help BVO NL draw up the quality clearance procedures that are consistent with the vendor’s own checks in answer to a) above?
c) Within what period can the vendor supply a new batch if a type of product (reagents, self-collection tubes) fails the quality clearance test?

	Answer:
	




	No.
	subject matter
	Question

	
	
	

	
	Analysis method (specifications), see also Draft SoR C5.1
	What is the maximum for a single production batch for all components? What are the associated production time and shelf life?

	Answer:
	




	No.
	subject matter
	Question

	
	Analysis method
	How could you facilitate the transition to another measurement range?

	Answer:
	




	No.
	subject matter
	Question

	
	Instruments
(specifications)
	What are the technical and other specifications of the analytical instruments that you offer? Please provide an overview that includes at least the following information:
· the composition of the instrument or instruments
· the floor area of the instrument or instruments
· the hands-on time per run
· a breakdown of the hands-on time
· the system up-time
· the loading capacity
· the loading method (continuous or per run/batch)
· the number of reagent components on board, plus the number of analyses that can be performed
· the possibility to include external controls on board
· the possibility to use more than one calibration curve at the same time
· the possibility to perform QC on reagents not yet in use to ensure that they are checked before they are used (i.e. QC on stand-by bottles)

	Answer:
	




	No.
	subject matter
	Question

	
	Instruments
(software). See also Annex 2 Draft SoR D3.8
	a) Do the analytical instruments have state-of-the-art software? In what way is that software easy to operate with regard to analyses (limited number of operations)? 
b) Does the software of the analytical instruments provide options for authorisation, reviewing daily averages and internal QC in accordance with the Westgard rules?
c) Is it possible to add additional analyses (for quality clearance and other purposes) besides the routine programme? Does your software offer the possibility to distinguish between the output results of client samples and controls (including quality clearance data), so that they can be sent in separate files?

Other relevant information about the software available can be provided below. 

	Answer:
	




	No.
	subject matter
	Question

	
	Instruments
(specifications)
	BVO NL is aware of various methods used for processing analytical tubes in instruments. Can you explain what your processing method is? Do you use automation and, if so, where? 

	Answer:
	







	No.
	subject matter
	Question

	
	Instruments (Breakdowns) 
	Continuity is a very important factor for the screening. Breakdowns and technical issues in a laboratory and their duration must be kept to a minimum. 
a) How do you guarantee the continuity of the analysis process?
b) What types of breakdowns do you distinguish? Within what time frame is each type of breakdown resolved? 

	Answer:
	




	No.
	subject matter
	Question

	
	Instruments
	What are the options for monitoring equipment to check incoming tubes at the laboratories for usability? How much does this cost? How labour-intensive is this? Do you recommend including this aspect in the call for tenders or do you advise against it and why?

	Answer:
	




	No.
	subject matter
	Question

	
	Responsible Procurement

	BVO NL wishes to engage in responsible procurement. Responsible Procurement (RP) means that, as the contracting authority, BVO NL focusses especially on the environmental impacts and the social aspects. 
We use procurement to achieve greater sustainability and to avoid negative impacts on the environment and social aspects.
More specifically, this concerns: circularity (packaging), diversity and inclusion, supply chain responsibility, climate (carbon emissions), the environment and social return. How can you give shape to these components?

	Answer:
	




	No.
	subject matter
	Question

	
	Contract period
	We plan to enter into an agreement for an initial period of 4 years, with the option to extend the agreement three times by 2 years (4 + 2 + 2 + 2). We have the following 2 questions on this topic:
a) Would you be willing to agree to this contract period, plus the options?
b) Would an initial contract period of 6 years with the option to extend the agreement twice by 2 years (6 + 2 + 2) yield financial and/or other benefits for BVO NL?

	Answer:
	




	No.
	subject matter
	Question

	
	Price estimate
	Please give us a price estimate per year including VAT based on the information provided in the market consultation document (assuming an agreement for 4 years with the option of extending the agreement three times by 2 years (4 + 2 + 2 + 2). 

Your data will be treated confidentially and will not be shared with other parties. 

	Answer:
	




	No.
	subject matter
	Question

	
	Fluctuating numbers 

	How will you deal with fluctuating numbers (more or fewer participating clients, expansion of the target group) caused by drops or increases in analyses during the envisaged contract period?

	Answer:
	




	No.
	subject matter
	Question

	
	Implementation, see also Annex 2 Draft SoR, tab E. 
	The Total Solution is part of a vendor supply chain. Besides the vendor of the Total Solution, that supply chain includes the Laboratories, the Packager and the external quality assurer, among other parties. The services of these various vendors will be aligned during the implementation period. 
a) What are the most important steps for you during implementation, and what are the key success factors? 
b) What dependencies does your service have with other supply chain partners (as outlined above)?
c) How long will it take to implement and validate the instruments? 
d) What do you need from BVO NL for that process to run smoothly?

	Answer:
	




	No.
	subject matter
	Question

	
	Developments and innovations
	a) What developments and innovations relating to the FIT test and the FIT Total Solution do you foresee within your organisation and in the market during the years ahead? 
b) What opportunities for change do you have or see during the contract period: regarding the test, several different tests, the number of tests? How can this flexibility be incorporated? What can we do to ensure good arrangements about quality and price?

	Answer:
	




	No.
	subject matter
	Question

	
	Developments and innovations (Adding containers)
	At present, BVO NL’s invitation kit does not include a faeces collection container. This might change in the near future.
Would you be able to supply faeces collection containers in due course? Would the containers be subcontracted, or would you manufacture them yourself?

	Answer:
	




	No.
	subject matter
	Question

	
	Interface
	Under the current agreement, a VPN connection is used to send output messages containing the FIT test results as HL7 v2 messages to BVO NL’s central system (ScreenIT). BVO NL is examining the possibilities for an alternative interoperability, and in particular exchanging data in accordance with the HL7 FHIR standard using a REST API (mTLS).
1. Do you have any experience with HL7 FHIR implementations for exporting test results? If so, what is that experience and what are you findings?
2. Does your existing system support HL7 FHIR interoperability? If it does not, is the software capable of providing this support in the future if this were to be requested?
3. What interoperability standards do you consider as possible alternatives to HL7 v2/Hl7 FHIR?

	Answer:
	




	No.
	subject matter
	Question

	
	Reserve contractor
agreement
	A reserve contractor agreement is an agreement with the tenderer that is ranked second after the successful Tenderer and is seated in a ‘waiting room’. If the contracting authority and the provisionally successful Tenderer do not manage to conclude an agreement, if an agreement is concluded but the contractor does not successfully complete the probation for a particular period, or if the Agreement is terminated for other reasons within a period of two years after the closing date for the call for Tenders, BVO NL may decide at its own discretion not to issue a new call for the Contract, but to enter into an agreement with the Tenderer seated in the waiting room. How do you feel about concluding a reserve contractor agreement? Would the period of two years be acceptable to you?

	Answer:
	




	No.
	subject matter
	Question

	
	Optional addition
	As far as you are concerned, is it possible to include the supply of the FIT test method to Caribbean Netherlands (also known as the BES islands), and more specifically the screening programmes of Saba, St. Eustatius and Bonaire (approximately 1,900 tests per year) as an option in the call for tenders? What is and is not feasible for you in this regard, for example with regard to transport (is it maybe possible to organise this in a different way)? After a Contract is awarded, BVO NL might decide to flesh out this option in an additional agreement (AA), for which specific requirements and preferences will then apply. It is also possible that this option will never be exercised.

	Answer:
	




	No.
	subject matter
	Question

	
	Miscellaneous
	BVO NL is eager for your professional opinion, and to learn about any aspects in the attached draft Schedule of Requirements (SoR) that have caught your attention. Does the SoR include any requirements that you cannot meet, that are outdated or that pose an obstacle to you submitting a tender? Do you believe that any requirements and/or preferences are missing? What aspects would you recommend that BVO NL should look at?

	Answer:
	




	No.
	subject matter
	Question

	
	Miscellaneous
	BVO NL is eager for your professional opinion, and to learn about any aspects that you have noticed that BVO NL has not specifically asked about in this market consultation. You can use the field below to share advice, recommendations and/or additional information. 

	Answer:
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