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.. first 
 
And to be very clear 

 
 

 
These GMOs Were Never Needed 



 



 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



 
 
 
 
 

Similar GMO legal Defini0ons in the UK 
 

Environmental Protec0on Act 1990 
 

See Sec0on 106 
 



 
 



.. relevantly 
 
 

(2) In this Part the term “organism” means any acellular, unicellular or 

mul9cellular en9ty (in any form) .. the term also includes any ar9cle or 

substance consis9ng of or including biological ma>er. 
 
 

The LNP-modRNA complexes saBsfy being an enBty of any form, that are acellular. 

 

(3) .. “biological ma>er” means anything .. which consists of or includes — 

 

(b) genes or other gene9c material, in any form, which are so capable 

[of transferring gene9c material: see ss3(a)] 

 



The LNP-modRNA complexes contain geneBc material (modRNA) where the LNP part 

of the complexes transfers the gene,c material (modRNA) throughout the human 

body (bio-distribuBon) and transfers the gene,c material across/through the cell 

membrane (transfecBon) of all cell types in the human body. 
 

 

 

(4) For the purposes of this Part an organism is “gene9cally modified” if any 

of the genes or other gene9c material in the organism— 

 

(a) have been ar9ficially modified, or 

 

 
 



ar9ficially modified genes are defined under  
 
 

 
 

 



.. a closer look 
 
 

5.—(1) Un*l the coming into force of the first regula*ons under sec*on 106(4B)(a) F1 of the 

Act, genes or other gene*c material shall be taken, for the purposes of subsec*on (4) of that 

sec*on, to be ar*ficially modified if they are altered using any of the following techniques: 

 

(a)  recombinant nucleic acid techniques involving the forma*on of new combina*ons of 

gene*c material by the inser*on of nucleic acid molecules, produced by whatever means 

outside an organism, into any virus, bacterial plasmid or other vector system and their 

incorpora*on into a host organism in which they do not naturally occur but in which they 

are capable of con*nued propaga*on. 

 

(b) techniques involving the direct introduc*on into an organism of heritable material 

prepared outside the organism including micro-injec*on, macro-injec*on and micro-

encapsula*on; 



under the Environmental Protec0on Act 1990 
 
GMOs proposed to be marketed must undergo an extensive Risk 
Assessment and seek a separate Consent from the Secretary of State 
 

108(1) Subject to subsec0ons (2) and (7) below, no person shall import or acquire, release or market any gene5cally modified 

organisms unless, before doing that act— 

 

(a) he has carried out an assessment of any risks there are (by reference to the nature of the organisms and the manner 

in which he intends to keep them aCer their importa0on or acquisi0on or, as the case may be, to release or market them) 

of damage to the environment being caused as a result of doing that act; and 

 
111(1) Subject to subsec0on (7) below, no person shall import or acquire, release or market any gene5cally modified 

organisms — 

(a) in such cases or circumstances as may be prescribed in rela0on to that act, 

 

except in pursuance of a consent granted by the Secretary of State and in accordance with any limita0ons and 

condi0ons to which the consent is subject. 



BUT sub Sec0ons 108(7) and 111(7) allow for an Exemp0on under the 
UK GMO Regula0ons 
 
 

 
 

Exempt ac5vi5es 

 

15(1)  The cases and circumstances prescribed for the purposes of sec5ons 108(7) and 111(7) of the Act in which persons are 

exempt from the requirements of sec5on 108(1)(a) of the Act (to carry out a risk assessment) and of sec5on 111(1)(a) of the 

Act (to obtain consent), respec5vely, insofar as they relate to marke5ng gene5cally modified organisms, are all cases and 

circumstances in which: 

 

(e) a gene5cally modified organism is marketed which is contained in a medicinal product authorised under the 

Human Medicines Regula5ons 2012 

 



And Yes 
 
.. both Pfizer and Moderna did make applica0ons for marke0ng 

approval under the Human Medicines Regula0ons 2012: 

 

(a) Pfizer under regula0on 174: see MHRA Public Assessment 

Report, page 5.  

 

(b) Moderna under regula0on 50: see MHRA Public Assessment 

Report (summary), page 6. 

 

https://www.legislation.gov.uk/uksi/2012/1916/contents
https://www.legislation.gov.uk/uksi/2012/1916/regulation/174
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1112667/COVID-19_mRNA_Vaccine_BNT162b2__UKPAR___PFIZER_BIONTECH_ext_of_indication_11.6.2021.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1112667/COVID-19_mRNA_Vaccine_BNT162b2__UKPAR___PFIZER_BIONTECH_ext_of_indication_11.6.2021.pdf
https://www.legislation.gov.uk/uksi/2012/1916/regulation/50
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1112679/UKPAR_COVID_19_Vaccine_Moderna_07.04.2021_CMA_Reliance_PAR__-__final.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1112679/UKPAR_COVID_19_Vaccine_Moderna_07.04.2021_CMA_Reliance_PAR__-__final.pdf


 
 
 
 

.. in Europe almost the same legal defini0ons 
 

BUT No exemp0ons from having to submit extensive Risk Assessments 
and undertake Public Consulta0on prior to marke0ng approval 

 
This was all ignored inten0onally by the EMA 

 
 
 
 
 



.. for details see 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



.. specifically 
 
 

 
 
 
 

 
 



 
.. in the US, Environmental Assessments (EA) were required in respect 
of the GMO nature and consequent risk these GMOs posed 
 
Guidelines: 
 

 



 
.. relevantly an EA is required for any 
 
 
 
 

 
 
 
 
 
 



 
.. But .. in lay terms 
 
 
the FDA granted Pfizer and Moderna an exemp0on/exclusion from 
having to prepare Environmental Assessments, on the false basis the 
ac0ve molecules (modRNA) had previously been approved 
 
.. for clarity 
 
 

In pharmacology, an ac0ve moiety is the part of a molecule or ion – 
excluding appended inac0ve por0ons – that is responsible for the 

physiological or pharmacological ac0on of a drug substance. 
 
 



 

.. the FDA cited the exemp0on/exclusion found here 
 

 



 

.. specifically 
 
 
 
 
 
 
 

 
 
 
 
 

(a) Ac0on on an NDA, abbreviated applica0on, applica0on for 
marke0ng approval of a biologic product, or a supplement to such 

applica0ons, or ac0on on an OTC monograph, if the ac0on does not 
increase the use of the ac0ve moiety. 

 
 
 
 



 
 
 
 
 
 
 
 

 
The End 

 
 
 

.. but Not the end 

 


