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AESGP SURVEY ON NITROSAMINE FOR COMPLETION UNTIL 11TH MARCH 2022

The data provided will be treated as highly confidential and may only be shared with the regulators in an aggregated and anonymized form in support of advocacy activities to extend the timeframe for step 2- step 3 of the call for review on nitrosamine. 
The confidential raw data will be stored for 12 months before being erased. Only the aggregated data will then be kept.


	Question Number
	Questions
	Answer choices

	1
	Please enter your name (optional)
	 

	2
	Please enter your company name (optional)
	 

	2 bis
	Is your company a SME (Small and medium size entreprise)[footnoteRef:1] [1:  https://ec.europa.eu/growth/smes/sme-definition_en#:~:text=Small%20and%20medium%2Dsized%20enterprises,targeted%20specifically%20at%20these%20enterprises. ] 

	Yes
No

	3
	Please indicate the total number of step 2 confirmatory tests (e.g. batches to be tested) that your company has in their plan based upon the step 1 risk assessment results (e.g. 490). 

Note It is recognised that different companies may take differing approaches to ‘count’ step 2 testing based upon their specific product portfolio, supply chains, and associated risks (e.g. different API suppliers, different packaging formats, number of batches, different product strengths).
	number

	4
	If possible please indicate the % of confirmatory tests in your plan that are for complex nitrosamines (e.g. X% of the 490 tests in the plan are for complex N-N).
	%

	5
	Based upon the number of confirmatory tests completed (e.g. 148) versus the planned number of confirmatory tests (from Question 3 above),  please indicate the % of confirmatory tests (e.g. % batches tested) that your company have so far completed from the number in the plan. (e.g. 148/490 = 30%)
	%

	6
	Please indicate the % of finished products that have completed their step 2 testing and ‘NO NITROSAMINE DETECTED’ template has been submitted by your company (e.g. 50 finished products submitted as 'No Nitrosamine detected' out of a total 53 finished products completed testing = 50/53 = 94%)
	%

	7
	Please indicate the % of finished products that have completed their step 2 testing and ‘CONFIRMATION OF NITROSAMINE DETECTED’ template has been submitted by your company. (e.g. 2 finished products submitted as 'confirmation of Nitrosamine detected' out of a total 53 finished products completed testing = 2/53 = 4%)
	%

	8
	Please indicate the % of finished products that have completed their step 2 testing and ‘NITROSAMINE DETECTED ABOVE ACCEPTABLE INTAKE OR NEW NITROSAMINE DETECTED’ template has been submitted by your company (e.g. 1 finished product submitted as 'Nitrosamine detected above acceptable intake or new nitrosamine detected' out of a total 53 finished products completed testing = 1/53 = 2%)
	%

	9
	Please indicate the estimated % of step 2 confirmatory testing will likely be complete at September 2022 target date?
	· 0-25%
· 26-50%
· 51-75%
· 76-90%
· 91-100%
Comments:

	10
	Has your company experienced any examples where it has been difficult to obtain or synthesize the necessary nitrosamine impurity 
	· Yes
· No

	10bis
	If yes, has the product been de-risked?
	· Yes, and the product has been de-risked with agreement of the regulator (testing no longer required)
· Yes internally de-risked, but not yet agreed with the regulator
· No
· Comments:

	11
	What does your company consider has been the biggest obstacles found during step 2 confirmatory testing so far. Please select all that apply.
	· Sample identification and logistics
· Method Development
· In-house Instrument capacity
· In-house Analysts capacity
· Third Party testing availability
· Lack of/synthesis of suitable reference standard
· False positives (interference, contamination. etc.)
· Method capability (e.g. sufficiently sensitive LOQ)
· Any other (please comment)
Comments:

	12
	Has your company practiced a risk-based testing approach (‘derisking’ ) ie one product formulation tested and similar formulations (one ingredient different eg flavor or a range of concentrations)  ?
	· Yes
· No
· Comments


	

	12bis
	If yes, have you received feedback from authorities?
	· Yes – was it accepted? Please explain if not accepted
· No


	12ter
	Has your company received the authorization from regulators to apply ADI limits based on Less that Lifetime exposure (temporarily)?
	· Yes
· No
If yes, please provide further information if possible
· Not yet received

	13
	Has your company received the authorization from regulators to apply alternate limits? (e.g. >18 ng/day for novel nitrosamine)
	· Yes
· No
· Not yet received
If yes, please provide further information if possible (e.g. the basis for the moderated limit such as SARS, LHASA database, etc. )

	14
	Has your company received the authorization from regulators to fully discharge risk based upon Ames data?
	· Yes
· No
· Not yet received
If yes, please provide further information if possible

	15
	Based on confirmatory testing completed so far, please indicate the estimated % of step 3 remediation will likely be complete at September 2022 target date?
	· 0-25%
· 26-50%
· 51-75%
· 76-90%
· 91-100%
Comments:

	16
	Please add any further general comments concerning Step 2 Confirmatory testing – e.g. what might prevent reaching estimated % completion by September
	Comments:

	17
	Please add any further general comments concerning Step 3 Remediation – e.g. will company be able to immediately remediate all products identified as potentially needing remediation ?
	Comments:
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