Stem cells and clinical trials registers:

European Human Embryonic Stem Cell Registry EU Clinical Trials Register
www.hescreg.eu https://www.clinicaltrialsregister.eu

The European Community EudraCT

https://eudract.emea.europa.eu US NIH

www. ClinicalTrials.gov

Regulatory aspects:

Directive of the European Parliament and of the Council (on standards of quality and safety of human
organs intended for transplantation)
http://ec.europa.eu/health/ph_threats/human_substance/oc_organs/docs/organs_directive en.pdf

Communication from the commission (Action Plan for closer co-operation between Member States on
organ donation and transplantation)
http://ec.europa.eu/health/ph_threats/human_substance/oc_organs/docs/organs_action_en.pdf

ISSCR Guidelines for the Clinical Translation of Stem Cells
http://www.isscr.org/GuidelinesforClinicalTranslation/2480.htm

ISSCR Guidelines for the Conduct of Human Embryonic Stem Cell Research
http://www.isscr.org/GuidelinesforhESCResearch.htm

The NIH Guidelines for Human Stem Cell Research
http://stemcells.nih.gov/policy/2009guidelines.htm

The EU Tissues and Cells Directives (EUTCD)
http://www.hta.gov.uk/legislationpoliciesandcodesofpractice/legislation/eutissueandcellsdirectives.cfm
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=0J:L:2004:102:0048:0058:en:PDF

The EU Clinical Trials Directive on Medicinal Products (2001/20/EC of 4 April 2001)
http://ec.europa.eu/health/human-use/clinical-trials/index_en.htm

WMA Declaration of Helsinki - Ethical Principles for Medical Research Involving Human Subjects
http://www.wma.net/en/30publications/10policies/b3/index.html

Human Fertilisation and Embryology Act (HFEA)
http://www.opsi.gov.uk/acts/acts2008/pdf/ukpga 20080022 en.pdf

Regulation (EC) No 1394/2007 of the European Parliament and of the Council of 13 November 2007
on advanced therapy medicinal products and amending Directive 2001/83/EC and Regulation (EC) No 726/2004
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=0J:L:2007:324:0121:0137:EN:PDF

Guidance for newly licensed formulations for human and veterinary use
e Legal framework governing medicinal products for human use in the EU
http://ec.europa.eu/health/human-use/legal-framework/index_en.htm

e Legal framework governing medicinal products for veterinary use in the EU
http://ec.europa.eu/health/veterinary-use/legal-framework/index_en.htm

e Medicinal products for human use
http://ec.europa.eu/health/human-use/index_en.htm

e Medicinal products for veterinary use
http://ec.europa.eu/health/veterinary-use/index_en.htm

Regulations on the use of human stem cells in ESF membership countries
http://www.hescreg.eu/index.php?id=8

Other links:

ISSCR selected online stem cell resources
http://www.isscr.org/Content/NavigationMenu/ForTheMedia/StemCellandOtherResources/default.htm

European Association for Bioindustries (EuropaBio)
Www.europabio.org
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