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(in accordance with ICH Q3D)

_________________________________________

Company „Example“
1 BAH-Street
D-2015 A-City
Germany


Due to the fact that EMA has published “Recommendations for the implementation of the ICH Q3D Guideline for Elemental Impurities” in March 2015 we kindly ask you to give us some information regarding (potential) residues of elemental impurities in your supplied products. The questions and the table were created on the basis of the “Guideline for Elemental Impurities Q3D" (EMA/CHMP/ICH/353369/2013) published in January 2015 by EMA and which is identical with ICH Q3D Guideline for Elemental Impurities dated 16 December 2014. Please be so kind and fill the table below.
_________________________________________

Company:

Address:

Contact Details:


Pharmaceutical substance/Material Name:

Source/Type of Excipient:

Mineral  	|_|     Mineral derived  |_|     Plant  |_|     Plant derived  |_|

Synthetic 	|_|     Fermentation derived  |_|

Other: |_|  Please specify: __________________________________________



Questions

1.	Are any of the 24 elements in the following table likely to be present in the pharmaceutical substance (intentionally added during manufacture or due to other reasons e.g. equipment and facilities, process parameters)?

	Please fill following table:







Allgemein/Team PTM/ Pharmazeutische Technologie/Leitlinien/ICH/Q3D/Fragebogen/ Fragebogen_BAH_Version1_29_03_16
	Class
	Element
	Intentionally added?
	Likely to be present
	Amount [µg/ kg or µg/ L]
	Maximum expected level [µg/ kg or µg/ L]
	Analytical Method used (and Limit of Quantification
µg/ kg or µg/ L)

	1
	Cadmium (Cd)
	Yes |_| No |_|
	Yes |_| No |_| Unknown |_|
	
	
	

	1
	Lead (Pb)
	Yes |_| No |_|
	Yes |_| No |_| Unknown |_|
	
	
	

	1
	Arsenic (As) 
	Yes |_| No |_|
	Yes |_| No |_| Unknown |_|
	
	
	

	1
	Mercury (Hg)
	Yes |_| No |_|
	Yes |_| No |_| Unknown |_|
	
	
	

	2A
	Cobalt (Co)
	Yes |_| No |_|
	Yes |_| No |_| Unknown |_|
	
	
	

	2A
	Vanadium (V)
	Yes |_| No |_|
	Yes |_| No |_| Unknown |_|
	
	
	

	2A
	Nickel (Ni)
	Yes |_| No |_|
	Yes |_| No |_| Unknown |_|
	
	
	

	2B
	Thallium (Tl)
	Yes |_| No |_|
	Yes |_| No |_| Unknown |_|
	
	
	

	2B
	Gold (Au)
	Yes |_| No |_|
	Yes |_| No |_| Unknown |_|
	
	
	

	2B
	Palladium (Pd)
	Yes |_| No |_|
	Yes |_| No |_| Unknown |_|
	
	
	

	2B
	Iridium (Ir)
	Yes |_| No |_|
	Yes |_| No |_| Unknown |_|
	
	
	

	2B
	Osmium (Os) 
	Yes |_| No |_|
	Yes |_| No |_| Unknown |_|
	
	
	

	2B
	Rhodium (Rh)
	Yes |_| No |_|
	Yes |_| No |_| Unknown |_|
	
	
	

	2B
	Ruthenium (Ru)
	Yes |_| No |_|
	Yes |_| No |_| Unknown |_|
	
	
	

	2B
	Selenium (Se)
	Yes |_| No |_|
	Yes |_| No |_| Unknown |_|
	
	
	

	2B
	Silver (Ag) 
	Yes |_| No |_|
	Yes |_| No |_| Unknown |_|
	
	
	

	2B
	Platinum (Pt) 
	Yes |_| No |_|
	Yes |_| No |_| Unknown |_|
	
	
	

	3
	Lithium (Li)
	Yes |_| No |_|
	Yes |_| No |_| Unknown |_|
	
	
	

	3
	Antimony (Sb)
	Yes |_| No |_|
	Yes |_| No |_| Unknown |_|
	
	
	

	3
	Barium (Ba)
	Yes |_| No |_|
	Yes |_| No |_| Unknown |_|
	
	
	

	3
	Molybdenum (Mo)
	Yes |_| No |_|
	Yes |_| No |_| Unknown |_|
	
	
	

	3
	Copper (Cu)
	Yes |_| No |_|
	Yes |_| No |_| Unknown |_|
	
	
	

	3
	Tin (Sn)
	Yes |_| No |_|
	Yes |_| No |_| Unknown |_|
	
	
	

	3
	Chromium (Cr)
	Yes |_| No |_|
	Yes |_| No |_| Unknown |_|
	
	
	



Comments:______________________________________________________________________________________________

2.	Are only validated analytical procedures used for the qualitative and quantitative determination of elemental impurities?

	Yes	☐

	No	☐

	Unknown 	☐


3.	Are analytical results on potential elemental impurities of at least 3 production scale batches or 6 pilot scale batches of the pharmaceutical substance available?

	Yes	☐

	No	☐




4. Do different manufacturing processes have influence on the elemental impurities or on their quantities appearing in the pharmaceutical substance?


	Yes	☐
	(Please explain: ______________________________________________)

	No	☐



The following documentation related to the likely present element impurities is attached to present questionnaire in its/their valid version(s) for your information:
☐	All test methods used to quantify elemental impurities
☐	Representative analytical data of at least 3 production scale batches or 6 pilot scale batches
☐	The valid specification for elemental impurities potentially present in the pharmaceutical substance



Confirmation:

We hereby confirm that by this document, which is made up to the best of our knowledge, we have informed you comprehensively. We will give sufficient notice about any changes related to the information covered in this document unsolicited and before changes are effective or implemented.

Company:


Name:						Position:			


Date:						Signature:		



Name:						Position:			


Date:						Signature:		
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