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> New legidation/regulatory texts published

The following legislation and regulatory texts have been published since the last meeting
of the Pharmaceutical Committee:

e Regulation (EU) No 536/2014 on clinical trials on medicinal products for human
use

e Regulation (EU) No 658/2014 on fees payable to the European Medicines
Agency for the conduct of pharmacovigilance activities

e Delegated Regulation (EU) No 357/2014 on post-authorisation efficacy studies

e Implementing Regulation (EU) No 699/2014 on a common logo for internet
pharmacies

¢ New Commission guideline on paediatric investigation plans
¢ New Commission guideline on orphan designation

Action to be taken:

For information


http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32014R0536&from=EN
http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32014R0658&qid=1411475624606&from=EN
http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32014R0357&qid=1411475667137&from=EN
http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32014R0699&qid=1411475734175&from=EN
http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=OJ:JOC_2014_338_R_0001&from=EN
http://ec.europa.eu/health/files/orphanmp/2014-03_guideline_rev4_final.pdf

