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The Evolution of a Novel Radiopharmaceutical
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Regulatory basis for the use of radiopharmaceuticals

Marketing authorization Clinical trials Extemporaneous preparations / 
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European Pharmacopoeia (Ph. Eur.) General Monographs / Specific Monographs

Directive 2001/83/EC
Directive 2003/94/EC
Directive 2004/27/EC

GMP Annex 3

Directive 2003/94/EC
Directive 2005/28/EC
Regulation 536/2014

GMP Annex 13

No binding documents
National competence

EC Guidance IMP/NIMP
EMA Guideline IMPD

EMA Guideline first-in-human ct

Ph. Eur. General Chapter 5.19
PIC/S GPP 010-4 incl. Annex 3

EANM guidelines/guidance
National guidance documents

EMA Guideline on 
Radiopharmaceuticals

Lange et al., Nucl Med Commun 2015
Decristoforo et al., Front Med 2021
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