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Environmental risk assessment of advanced therapies Ek ] % E X ERE T LTS =8
containing genetically modified organisms in the EU IL—ILENTINTTEHE— LS N TULVERLY,

EHNERMIFEFDL,

Rhys Whomsley' © | Victoria Palmi Reig? | Ana Hidalgo-Simon®

TABLE 1 Authorisation procedures for clinical trials with human medicinal products containing GMOs in EU Member States

Process for authorisation of Clinical Trials

~
I Contained use or Deliberate release Contained use only Deliberate release only
fAuthorisation \ [ Authorisation o?\ ( Authorisation '\ lﬂuthorisation of \ p Authorisation '\ pAuthorisation of \ lA single submission\
: under the : : GMO aspects : : under the : : GMO aspects is: : under the : : GMO aspects is: 1 procedure under :

clinical trials | is required | clinical trials 1 required prior tol clinical trials 1 required prior tol I the clinical trials |
| | | | | | 1
: and under : : prior to the : : and under : : the submission : : and under : : the submission : 1 framework and :
| the GMO [ submission of 1 | the GMO 1| oftheclinical 1y theGMO I oftheclinical 1 : under the GMO |
: framework : : the clinical tria‘ : framework : : trial application : : framework : : trial application : 1 framework :

i H 3 H H i N 14
| arenotlinked 1 application 1) arenotlinked I | 1y arenotlinked 1 I | AN iy % -
:Czechia.Cypms. : : Bulgaria : : Austria®, : :Croatia. : : Hungary, : :Romania. : : Estonia, : %:IEE%; j'boi-}-%iﬁﬁij&ﬁ/_ Fﬁﬁﬁ%ﬂ
1 Finland, France.= : : : Denmark : I Poland : I Ireland, Latvia, : : Slovakia, : 1 Germany, : L*R 7 /3/' IE IMJ:O —CED
: Italy, Portugal 1 1 1 : 1 : Netherlands, 1 | Slovenia i : Greece, ;
! I I ] : ! I

N -’ N ? N ? N e NIRN l Nmmeem s S Weden L

*The administration of the product to the clinical trial subject requires an approval under special regulations for gene therapy only.
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