



















https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-4/2017_11_22_guidelines_gmp_for_atmps.pdf

























	1.  Introduction
	1.1.  Scope
	1.2.  General context

	2.  Clinical Trial Design
	3.  Non-clinical studies
	4.  Quality of the investigational ATMPs
	4.1.  General considerations
	4.2.  Tissues and cells of human origin
	4.3.  Medical devices
	4.4.  Reconstitution

	5.  Safe conduct of the clinical trial
	5.1.  Information on the product
	5.2.  Handling of the investigational ATMP
	5.3.  Risk-minimisation measures

	6.  Upstream interventions on subjects and administration procedures
	6.1.  Upstream interventions on subjects
	6.2.  Administration procedures

	7.  Traceability
	8.  Retention of samples
	9.  Protection of clinical trial subjects
	9.1. Informed consent
	9.2.  Long-term follow-up
	9.3. Administration of out of specification products

	10.  Safety Reporting
	11.  Monitoring

