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FoodDrinkEurope questionnaire on potential impacts of current EU proposals to introduce maximum levels (MLs) for acrylamide in certain foods.
The European Commission and EU Member States are currently discussing proposals to introduce MLs for acrylamide in specific foods.
The European food industry believes that the setting of MLs is not the most appropriate regulatory solution for managing this complex contaminant, owing in particular to natural variations in precursors in agricultural raw materials within batches, as well as across geographies, seasons and climates, together with the business continuity issues created by the fact that levels of acrylamide in final foods can only be tested post-production.
Members of FoodDrinkEurope are already committed to working to reduce the presence of acrylamide in food to levels that are as low as reasonably achievable (ALARA). The current regulatory approach (as set out in Regulation (EU) 2017/2158) legally requires businesses to apply ALARA, sets ‘indicative levels’ for products, and also mandates specific mitigation measures. Monitoring and application of mitigation tools is undertaken by industry and data provided to national authorities and to the European Food safety Authority (EFSA).
Members of FoodDrinkEurope believe that the current regulatory approach is a highly effective and pragmatic solution that drives changes within businesses, minimises consumer exposure to dietary sources of acrylamide, and also minimises waste (food, energy, packaging).
FoodDrinkEurope is of the view that any further regulations and controls should be practicable, should not introduce disproportionate burdens on businesses (especially smaller businesses), should not disproportionately increase waste, should not introduce an unlevel ‘playing field’ due to geographic or climatic considerations, and should always consider the unique challenges of managing acrylamide.
FoodDrinkEurope believes that the introduction of MLs will in fact significantly burden many businesses that already struggling to deal with complex and rapidly changing supply chain issues, and is likely to result in many business having to significantly increase the amount of testing they undertake and introduce ‘positive release’ systems, in addition to their pre-existing controls.
Given the anticipated impact that MLs would have on the European food industry as a whole, FoodDrinkEurope and other industry groups believe that a formal Commission impact assessment is fundamental to evaluate the effectiveness and proportionality of the new proposals (in addition to the effectiveness of the existing regulation). 
This would also be in accordance with the Commission’s own Better Regulation guidelines and the recent Communication on Better Regulation, that stipulate that an impact assessment is required for all initiatives that are likely to have significant economic, environmental, or social impacts. 
To date the Commission not yet agreed to undertake such an impact assessment, and therefore we are attempting to quantify the potential additional financial and waste impacts that the introduction of maximum levels would have upon the European food industry.
Instructions to the questionnaire
· To the maximum extent possible, please provide estimates of costs wherever possible to help us quantify the impact to industry.

· We recognise that in some cases the impact may be very difficult to quantify, and some questions may require a qualitative analysis.  If you cannot provide estimate of costs, please provide some specific statements and challenges that exemplify the impacts for your company. 

· All questions are optional, but we encourage everybody to respond to the most possible extent to be able to have a more accurate picture of what the real impact of potential maximum levels could be.

· If you have other elements and criteria that you consider relevant to portray the impact to your business, and these are not reflected by the questions, feel free to provide this information at the end of the questionnaire.

· All questionnaires will be handled anonymously. 


We appreciate everyone’s collaboration very much.

The FoodDrinkEurope Secretariat











	Company name / Production Facility (Optional): 
	

	Description of products produced and/or categories
	

	Size of the Company, nr. of employees
	

	Specify your testing capacity (internal o external laboratory)
	



	Q1. If MLs for acrylamide are introduced within the EU, will your company be introducing a ‘positive release’ system?
If necessary, estimate the percentage of goods from product portfolio on which you will apply this.
If ‘No’ please explain below how you propose to manage compliance with MLs in your finished products 
(Free text in box below).
	Yes/No

	A1.





	Q2. Approximately what percentage of your company’s and/or production facility’s current product portfolio (SKUs) will be impacted if the proposed maximum levels are introduced?
	%



Assuming that your company and/or production facility will move to a positive release system, additional costs when compared to the current monitoring and managing of acrylamide may be anticipated in terms of testing, holding, product wastage and transporting products.
To help our calculations please can you provide best estimates of costs for the following:
	External testing

	Q3. Current cost of a single external acrylamide analytical test? 
Please state the cost for each type of test undertaken (e.g., HPLC, LCMS-MS/MS, etc) – please include estimates for sampling, shipping and administration.

	€ per single test (one-off)

	Q4. If you have a contract for multiple acrylamide tests with an external laboratory, the laboratory may offer a reduced rate per analytical test.
Please confirm the price you are currently paying 
for each type of test undertaken (e.g., HPLC, LCMS-MS/MS, etc) – please include estimates for sampling, shipping and administration.

	€ per test (if test is part of a programme)

	Q5. Under a positive release system how many additional tests do you intend to undertake for a single ‘lot’* (Please define the size of a single ‘lot’ in this context e.g., X tests per kg)

* Lot. (Adapted from Commission Directive 2002/63/EC): 
‘A quantity of a food material delivered at one time and known, or presumed, by the sampling officer to have uniform characteristics such as origin, producer, variety, packer, type of packing, markings, consignor, etc.’

	X tests per kg

	Q6. Based upon Q5, Q6 and Q7, what would be the estimated INCREASE in costs for external testing (per lot) if you moved to a positive release system?

	X € per kg

(or % increase of Cost of Goods Sold)

	Q7. How long does an external test take? Please include sampling, shipping (if relevant) and administration time
	X days

	Q8. If a sample exceeds a specified limit, how long would the laboratory take to complete a confirmatory (re-tests) analysis?
	X days

	Q9. Are there additional direct or indirect costs associated with the external laboratory completing a confirmatory analysis? 
	€ per test

	Q10. If known, what is the current capacity (acrylamide analysis) of the external laboratory that you currently use?
	X tests per day

	Q11. Is your external laboratory local? or are samples sent to other countries for processing?
	Local/National laboratory OR International



	Internal testing

	Q12.  Do you currently have internal test facilities that allow you to undertake acrylamide analysis which meets the minimum analytical requirements as specified in ANNEX III of Commission Regulation 2017/2158?

	Yes/No (if ‘No’ please go to Q23.)

	Q13. Current cost of a single internal acrylamide analytical test? 
Please state the cost for each type of test undertaken (e.g., HPLC, LCMS-MS/MS, etc) – please include estimates for sampling, shipping (if relevant) and administration.
	€ per single test 

	Q14. Under a positive release system how many internal tests do you intend to undertake for a single ‘lot’* (Please define the size of a single ‘lot’ in this context e.g., X tests per kg)

* Lot. (Adapted from Commission Directive 2002/63/EC): 
‘A quantity of a food material delivered at one time and known, or presumed, by the sampling officer to have uniform characteristics such as origin, producer, variety, packer, type of packing, markings, consignor, etc.’

	X tests per kg

	Q15. Based upon Q5, Q6 and Q7 what would be the estimated INCREASE in costs for internal testing (per lot) if you moved to a positive release system?

	X € per kg

	Q16. How long does an internal test take? Please include sampling, shipping (if relevant) and administration

	X days

	Q17. If a sample exceeds a specified limit, how long would the internal laboratory take to complete a confirmatory analysis?
	X days

	Q18. Are there additional direct costs associated with the internal laboratory completing a confirmatory analysis?
	€ per test

	Q19. If known, what is the current capacity (acrylamide analysis) of the internal laboratory that you currently use?
	X tests per day

	Q20. Is your internal laboratory local? or are samples sent to other countries for processing?
	Local/National laboratory OR International



In a positive release system for the duration of testing product will be required to be stored. Please provide best estimates where available.
	Storage

	Q21. Do you currently have capacity to store the volume of products that are subject to analyses?
How many of your production capacity can you store (percentage wise)?
	Yes/No

	Q22. Assuming that additional storage will be required can you estimate a storage cost per day per tonne?
	€ storage cost per day per tonne

	Q23. Assuming that additional storage will be required can you estimate cost of transport to and from storage facilities?
	€ additional cost of transport to and from storage facilities?



Where product fails to meet an ML it will need to be disposed of, and even within a positive release system, products may be sampled on shelf and still found to be non-compliant. This may lead to withdrawal or recall.
Please provide best estimates where available.
	Disposal of non-conforming product
This can  of course change from product to product or be IP. When possible, please provide an estimate, i.e., a worst-case scenario. 

	Q24. In the event of a product exceeding a ML, and a confirmatory analysis confirming the result, can you provide an estimate of costs for scrappage per tonne?

	Landfill:
	€ per tonne

	Bio-digestate:
	€ per tonne

	Packaging disposal:
	€ per tonne

	Other (please specify):
	€ per tonne

	Q25. Cost of the re-production of the product per tonne?
	€ per tonne

	Q26. In the event a non-conforming product was identified and led to either a product withdrawal or product recall can you provide estimates of the costs? These could include:
· Administration charge issue by retailer per SKU.
· Credit customers for the returned stock.
· Customer complaint/penalties for delayed deliveries
· Collect stock, track it to disposal and pay for disposal.
· Replenish stock [estimated extra cost of production @ 10%].
· Additional implementation costs? Redesign process controls / innovation work.
· Tightening raw material specifications (lower availability, cost increases, changing sourcing)
· Insurance costs (uncertainty of compliance until after production has been completed – damage to supply chain continuity).
· Waste and costs from unplanned production /business relationships.
· Impact on shelf-life.
· Impact on availability of laboratories for innovation testing.
· Reputational damage
· Other costs?


	A26.



	Q27. Other considerations (non-exhaustive list).  
Please provide estimates of costs wherever possible to help us quantify the impact to industry.  
We recognise that this may be very difficult to quantify and may be more of a qualitative analysis.  If you cannot provide estimate of costs, please provide some specific statements and challenges that exemplify the impacts for your company. 


	Supply chain impacts (availability of product)
	€ per kg

	Non-food wastage from non-complaint product (e.g., energy, agricultural inputs, packaging waste)
	€ per kg

	Policy inconsistencies (e.g., Impacts on farmers, carbon neutrality, environment footprint)
	€ per kg

	Impact on quality of finished products (e.g., thicker peeling/increase wastage)
	€ per kg

	Lost nutritional benefits (e.g., impact on whole bran/fibre in finished product)
	€ per kg



 Additional comments on specific questions or clarifications on potential impacts you may want to provide: 
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