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Whole genome sequencing solution NIPT 

Market consultation for  a whole genome sequencing solution, such as (analysis) equipment, software, cell-free DNA blood collection tubes, test kits, reagents, and disposables for the non-invasive prenatal test (NIPT) 
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You are invited to give a written respons to the questions below.

NIPT as a total solution
1. The RIVM explores the possibility of contracting NIPT as a total solution. All the required products are then placed in one order. Products are the blood collection set and the equipment required for DNA analysis, with the associated hardware, software and consumables such as test kits, reagents, disposables and control materials. It concerns all products that are necessary for the implementation of NIPT from the processing of the blood samples up to and including the reading of the results.
a. Is it necessary to purchase NIPT as a total solution (and thus a validated combination of the blood collection set and the DNA analysis required equipment as described above?

…






b. Is it desirable to purchase NIPT as a total solution or do you see a different solution?

…


…



i.  If NIPT does not have to be purchased as a total solution, which components are connected in such a way that simultaneous tendering is desirable?

i. …






ii. Which parts from the table below can you a) provide yourself, b) do you not provide, c) could you provide through a subcontractor, d) provide through a strategic partnership?

	Part NIPT
	Can you provide yourself
	Can you not provide
	could you provide through a subcontractor
	could you provide through a strategic partnership

	Cell-free DNA blood collection tube
	
	
	
	

	Blood collection set (including cell-free DNA blood collestion tubes, with barcode sticker, a return envelope for transport, instruction for blood collection)
	
	
	
	

	Transport from blood collection set to blood collection location
	
	
	
	

	Test kits, reagents
	
	
	
	

	Validated lab equipment (e.g.  pipetting robot, sequencer, including hardware)
	
	
	
	

	Validated NIPT- analysis software (For trisomy T21/18/13)
	
	
	
	

	Validated software for analysis data (other findings than down-, edwards-
and patau syndrome)
	
	
	
	

	Other necassary products or services (e.g. disposables, control  materials, training and maintenance)
	
	
	
	




iii Which products or services connected to NIPT as a total solution are missing in the table below, according to you?

…





c. Do you see opportunities to offer NIPT as a total solution, possibly with subcontractors or a strategic partnership?
…







i. What are important preconditions for this?

…






ii. What risks and opportunities do you see here?
…






Iii Which parts and / or combination of parts from the table above have been validated
    for your NIPT solution?

…






d.Which points of interest do you see in the collaboration with the laboratories that perform the blood analysis services? This includes issues, such as: handling of equipment and software errors, maintenance, batch changes, stock management of reagents and blood collection tubes.


…





e.What requirements do you have for the transport of the blood-filled blood collection tubes? Do you also have preconditions for the process (e.g. method of blood collection, storage, pre-treatment for analysis)?


…






f. How can you offer your service or product? For example: reagent rental, or sale with transfer of ownership.


…





g. What requirements do you have for transport conditions? Including: the transport of blood collection sets to the blood collection points, the transport of reagents to the laboratories, the transport of tubes with collected blood from the blood collection points to the laboratories. Conditions concern, for example, the temperature, speed, shelf life, etc.
 


…





h. What requirements do you have for the storage capacity and space capacity of the laboratory?
…





i. What requirements do you have for blood collection? E.g. method of storage, et cetera.




…






j. What is the maximum throughput (analysis capacity) per week of the solution (s) you can provide?

…





k. What is the minimum throughput (analysis capacity) per week of the solution (s) you can provide?
…





l. In addition to trisomy 21, 18 and 13, which other findings can you detect and to what extent has these other genetic defects been validated? (in which way).

…





m. What actions do you take regarding quality control and quality assurance? (QA / QC, control materials, sample shipments, et cetera)

…






Flexibility in the solution
2. With the NIPT, three disorders (down, edwards and patau syndrome) are now screened as standard. In the current situation, other findings are also reported, depending on the wish of the pregnant woman.
a. To what extent can your solution analyze other findings and is a flexible choice possible?

2a…





b. To what extent is it possible to only make raw data available?

2b…





The market
3. How do you characterize the market of NIPT providers? Think of: number of providers, maturity of the market, distribution of market share and the like.
3…






Selection of a good solution and supplier
4. Which relevant requirements to the (quality of the) organization are important to you?
5. Which relevant quality requirements for the product or service are important? Which criteria, do you think, helps to distinguish between parties? 

4…



5…







Thank for your response to this consultation. You can sent us your answers per email to nipt@significant.nl
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