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Market Consultation – Newborn bloodspot screening

Answer form – Market consultation Newborn Bloodspot Screening
You are kindly requested to answer the questions below in writing. 

The completed questionnaire can be sent directly to marit.swierstra@rivm.nl. 
The closing date for answering the questions is Thursday 1st of June, 2023.


	Number
	Question

	1
	RIVM-CvB is interested in gathering perspectives and expertise from a wide range of MS related market parties.

Questions: 
a. Does your company currently supply tandem MS products for high-throughput dried bloodspot analysis?
· Yes (continue to question 2) 
· No (continue to question 3)


	Answer
	




	Number
	Question

	2
	RIVM-CvB is interested in the contents of your company's in-vitro diagnostics MS product portfolio, both hardware and/or assay kits.

Questions
a. Does the product portfolio of your company include IVD/IDVR tandem MS hardware? If yes, could you provide a description of types of the equipment? 
b. If your company provides IVD/IVDR tandem MS assay kits, please provide a short description (e.g. what analytes does it detect?)


	Answer
	




	Number
	Question

	3
	RIVM-CvB is interested in all tandem MS related market parties in the field and whether they would be interested to expand their portfolio for newborn screening / dried bloodspot analysis. 

Questions 
a. If your tandem MS equipment currently is not suited for high-throughput bloodspot analysis, would your company be interested to expand its portfolio for this purpose? If so, what opportunities do you see?
b. If your company currently does not carry assay kits for dried bloodspot analysis, would your company be interested to expand  its portfolio and for which analytes?
c. If portfolio expansion is currently not feasible from your perspective, could you provide an explanation?


	Answer
	





	Number
	Question

	4
	Currently, 15 of the 26 diseases in the Dutch NBS are screened for with tandem MS, using two screening algorithms: FIA-MS/MS with commercial assay kits as a 1st tier test, or LC-MS/MS with an in-house assay for 2nd tier tests (see also appendix 1). 

Developments in tandem MS equipment and/or assay kits can provide new opportunities for using tandem MS in the current screening algorithms, or enable the addition of new diseases. 

Questions: 
a. What possibilities do you see (have available) that could improve the current FIA- or LC- screening algorithms used in the Dutch NBS? 
b. What possibilities do you see (have available) for expanding the current number of 15 disorders in the Dutch NBS programme? 


	Answer
	




	Number
	Question

	5
	The RIVM-CvB is exploring methods to screen for both forms of HCY (CBS- and remethylation- deficiency) on dried bloodspots. 

Questions
a. Does your company currently provide any analytical test to detect both forms of HCY using dried bloodspots as sample material? 
· Yes, see question b
· No, see question c
b. If yes, could you provide a description of the characteristics of the analytical test for HCY that your company provides (e.g. what biomarker does it measure? Which analytical method does it require?).
c. If no, would your company be interested to expand its portfolio for this purpose? 


	Answer
	




	Number
	Question

	6
	Besides tandem MS, the Dutch NBS uses analytical methods such as fluorometric assays, PCR-based assays, immunoassays, and HPLC. The most important prerequisite is that the analysis can use dried bloodspots as sample material.

Question
a. What analytical method would you recommend for the Dutch NBS programme, for detecting both the CBS and remethylation deficiency forms of HCY?


	Answer
	






	Number
	Question

	7
	The RIVM-CvB would preferably screen for both forms of HCY using tandem MS. 

Question
a. What possibilities do you see (have available) to screen for both the CBS and remethylation deficiency forms of HCY using tandem MS?


	Answer
	




	Number
	Question

	8
	The RIVM-CvB is aware of scientific studies reporting validated methods for screening total homocysteine using FIA-MSMS and LC-MSMS techniques, respectively.

Questions
a. Is your company aware of these developments? 
· Yes
· No
b. Does your company see opportunities to integrate these developments in its portfolio and in what way? 


	Answer
	




	Number
	Question

	9
	The RIVM-CvB prefers the use of commercial tests that fall within the regulations of CE-IVDR marking, and is interested in learning more about the trajectory of gaining IVDR certification. 

Questions 
a. If you have indicated in the previous questions that your company has any analytical tests/equipment in its portfolio, are these IVDR certified? If so, could you indicate which ones? 
b. Could you provide insight into the process and requirements involved in submitting an IVDR certification or switching from IVD to IVDR?
c. If you have indicated that your company would like to include tests in its portfolio or is already working on developing them, could you please indicate how long the IVDR process will approximately take to get the certification? 


	Answer
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