


Hoewel hierop bij de huidige overheidscampagnes geen nadruk meer wordt gelegd is deze onjuiste informatie ook nooit van
overheidswege gecorrigeerd. Daarmee worden de uitgenodigde burgers dus misleid. Ook blijkt uit openbaargemaakte stukken
dat ambtenaren van het ministerie van VWS zelf erkennen dat er geen sprake is van informed consent. Zo wordt letterlijk
gezegd “Hierbij riskeren we politiek en maatschappellijke heisa omdat we er hard aan werken maar helaas nog even geen
informed consent ingebouwd hebben” (zie bijlage 2).

Daarbij komt dat bij de informatievoorziening over de prikken nog altijd essentiële informatie wordt achtergehouden. Zo wordt
aan geadresseerden voor de prikcampagne nog altijd niet gemeld dat de prikken feitelijk bestaan uit genetisch
gemodificeerde producten en dus gentherapie betreffen. Zie:
https://www.ema.europa.eu/en/documents/minutes/minutes-cat-meeting-17-18-march-2021_en.pdf
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7.4.2. Product information for medicinal products that contain or consist of modified

viruses

Scope: Product information for medicinal products that contain or consist of modified viruses:

learning from recent cases.

Action: for discussion

In the light of the current experience with GMO-based vaccines, it was proposed to enlarge

the group involved in the interplay between the Pharma and GMO authorities to discuss GMO

topics for all medicines (so far the focus was mainly on GTMPs).

https://www.ema.europa.eu/en/documents/minutes/minutes-cat-meeting-2-4-december-2020_en.pdf

pagina 19

7.4.5. Regulatory status of Ribonucleic acid (RNA) products

CAT: Marcos Timón, Violaine Closson-Carella, Egbert Flory, Hans Ovelgönne

Scope: reflection on the consequences for ATMPs of the Commissio ’s feedback on the

regulatory status of RNA products in the context of vaccines against COVID-19

Action: for discussion

Further to a discussion in July 2020 (see CAT minutes of the July CAT meeting, point 7.4.2),

a brainstorming meeting took place (between CAT secretariat and CAT members ) to reflect

upon the consequence for the ATMP field of the Commission’s feedback on a question from

EMA on the status of RNA vaccines that are prepared fully synthetically.

Feedback from the brainstorming meeting was provided. For the moment, messenger RNAs

(mRNA) are produced biosynthetically (transcribed in vitro for a DNA template) and fulfil the

definition of a GTMP: such long chain mRNAs cannot yet be produced via chemical synthesis.

However, when this becomes possible, the regulatory status of such synthetic RNAs need to

be considered, as it should be avoided to have similar products being covered by different

legal frameworks.

In the field of genome editing, some settings (i.e. in vivo genome editing based on the

administration of the nuclease (enzyme) and a synthetic guide RNA) are currently not

covered by the definition of a GTMP: this should be kept in mind if the GTMP definition would

be opened for revision (see 7.5.2).

Verder zijn er diverse studies verschenen over de bijwerkingen en risico’s van deze prikken en ook van het verband met
oversterfte, zie bijvoorbeeld:






