EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

28 September 2020
EMA/CHMP/ICH/353369/2013
Committee for Medicinal Products for Human Use

ICH guideline Q3D (R2) on elemental impurities
Step 2b

Transmission to CHMP 17 September 2020
Adoption by CHMP 17 September 2020
Release for public consultation 25 September 2020
Deadline for comments 25 December 2020

Comments should be provided using this template. The completed comments form should be
sent to ich@ema.europa.eu

Official address Domenico Scarlattilaan 6 e 1083 HS Amsterdam e The Netherlands
Address for visits and deliveries Refer to www.ema.europa.eu/how-to-find-us
Send us a question Go to www.ema.europa.eu/contact Telephone +31 (0)88 781 6000 An agency of the European Union

© European Medicines Agency, 2020. Reproduction is authorised provided the source is acknowledged.


https://www.ema.europa.eu/documents/template-form/form-submission-comments-ich-guidelines_en.doc
mailto:ich@ema.europa.eu

	M7_QA_Step1_2020_0427.pdf
	M7(R2)Extract_SupportDocumentToM7QA_2020_0603
	ICH_E14-S7B_QAs_Step2_2020_0827.pdf
	5. Use of Concentration Response Modeling of QTc Data
	6. Special Cases
	1. Integrated Risk Assessment
	2. Best Practice Considerations for In vitro Studies
	3. Best Practice Considerations for the In vivo QT Studies
	4. Principles of Proarrhythmia Models




