Regulatory guidance and related information
EUROPE

	European Medicines Agency (EMA)
	European Union regulatory authority (medicines)
	http://www.ema.europa.eu/

	National health authorities in the European Union
	List provided by EMA
	http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/general/general_content_000155.jsp&mid=WC0b01ac0580036d63

	EMA guidance documents
	Regulatory guidance for human medicines
	http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/landing/human_medicines_regulatory.jsp&murl=menus/regulations/regulations.jsp&mid=WC0b01ac058001ff89

	European Union pharmaceutical legislation and guidance documents (EudraLex)
	Compiled by the European Commission
	http://ec.europa.eu/health/documents/eudralex/index_en.htm

	UK guidance on regulation of medicines
	From the Medicines and Healthcare products Regulatory Agency (MHRA)
	http://www.mhra.gov.uk/Howweregulate/Medicines/index.htm

	European Union legislation, guidance, etc. on medical devices
	Compiled by the European Commission
	http://ec.europa.eu/health/medical-devices/documents/index_en.htm

	UK guidance on regulation of medical devices
	From the MHRA
	http://www.mhra.gov.uk/Howweregulate/Devices/index.htm

	Community register of medicinal products
	Products authorised via the EU centralised procedure
	http://ec.europa.eu/health/documents/community-register/index_en.htm

	MRP European Product Index
	Products authorised via the EU mutual recognition procedure (MRP)
	http://www.hma.eu/mri.html

	Electronic Medicines Compendium (eMC)
	Access to SPC documents for medicines approved in the UK
	http://www.medicines.org.uk/EMC/default.aspx


USA

	US Food and Drug Administration (FDA)
	US regulatory authority for drugs, biologicals, etc
	http://www.fda.gov/

	FDA guidance: Drugs
	
	http://www.fda.gov/Drugs/default.htm

	FDA guidance: Drugs
	Newly added guidance documents (retained in this location for 3 months)
	http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/ucm121568.htm?goback=%2Egde_2541_member_217984385

	FDA guidance: Biologics
	Including blood products and vaccines
	http://www.fda.gov/BiologicsBloodVaccines/default.htm

	FDA guidance: Medical devices
	
	http://www.fda.gov/MedicalDevices/default.htm

	Title 21 of US Code of Federal Regulations (CFR)
	Section of US federal law relating to food and drugs
	http://www.access.gpo.gov/cgi-bin/cfrassemble.cgi?title=200021

	Catalogue of FDA-approved drug products
	
	http://www.accessdata.fda.gov/scripts/cder/drugsatfda/index.cfm

	Drugs.com
	Drug information online
	http://www.drugs.com/

	US National Library of Medicine

PubMed/MEDLINE
	
	http://www.nlm.nih.gov/
http://www.ncbi.nlm.nih.gov/pubmed/


OTHER

	International Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH)
	International initiative on standardisation of approaches to drug trials for regulatory purposes
	http://www.ich.org/
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