
Subject -  Pressing need for mRNA vaccines' urgent carcinogenicity and genotoxicity studies 

To whom it may concern,

Abstract
We doctors and scientists from different countries and different backgrounds, signatories of this 
letter, are making a call to anyone in a position to request, require, mandate, decide or conduct 
carcinogenicity studies that have become essential and urgent. We offer this letter to health 
agencies, judges, lawyers, laboratories, universities or anyone in a position to make such 
independent studies happen.

We understand this letter may be used in a court of law and are willing to provide explanations upon 
request.

We are guided by scientific findings and the desire for safety of our fellow citizens. Such studies 
would enlighten the medical and scientific community  about the risks and their amplitude, and 
would guide us to organize eventual early screening, mitigation actions and possible anticipation of 
dangers and their solutions.

In this letter we explain why such SAFETY studies are needed, given ongoing massive vaccination 
campaigns. We also explain why new findings increase cause for concern.  As such, it has become 
an absolute urgent necessity to conduct such studies.  

We have found cause for concern and require  these studies to anticipate how large and how serious 
the risks may be, since no scientist or wise person can claim to know the future. Thus we need this 
information to prepare eventual mitigation scenarios and minimize impacts on peoples' health; to  
provide screening and protection to the vaccinated. 

Given the stakes, such studies are a very small price to pay, to mitigate eventual consequences. 

1) Safety studies including carcinogenicity studies need to be conducted for a new intervention, 
using 2 new technologies (Lipidic Nano Particles and mRNA), for a new virus, on an immensely 
large population in a repetitive manner 

In relation to the Covid pandemic, new vaccines have been created in a record time. Two such 
vaccines rely on a novel mRNA technology used for the first time in the area of vaccination. They 
are NEW technologies directed against a NEW virus. Urgency and high emotional stress has led to  
the application of NEW processes and NEW rules particularly in safety assessment. Rapid 
deployment has led to creation of NEW setups in manufacturing, conservation and delivery. 

Such multiple NOVELTIES have led Pfizer and Moderna (manufacturers) to require and be granted 
immunity against legal action related to safety issues that may arise later.  Urgency and high 
emotional stress may explain why governments have accepted these changes in usual safety 
processes and granted such immunity to manufacturers.  We question strenuously the 
manufacturers’ insistence on being given medicolegal immunity from any and all proceedings that 
might arise from the delivery of such injections of unknown consequences in the next months or 
years.  

Medical agencies 1 2, have relied on a document from the World Health Organization dated  2005 
stating «  Carcinogenicity  studies  are  not  required  for  vaccine  antigens.  However, they may be 
required for particular vaccine components such as novel adjuvants and additives »3 This 
WHO document refers to vaccination technologies that had been  evaluated multiple times and 



existed before novel mRNA vaccination and new associated unknown risks..
  
That same 2005 document defines adjuvants as being « Substances that are intended to enhance 
relevant immune response and subsequent clinical efficacy of the vaccine. »

Pfizer's website explains mRNA vaccination as follows « mRNA, delivered to your body's cells by 
lipid nanoparticles, instructs the cells to generate the spike protein found on the surface of the novel 
coronavirus that initiates infection.1,2  Instructing cells to generate the spike protein spurs an 
immune response, including generation of antibodies specific to the SARS-CoV-2 spike protein »4

For example the European Medicines Agency (EMA) recommendation states 5

"The objective of this guideline is to define the conditions under which carcinogenicity studies, 
should  be  conducted  to  avoid  the  unnecessary  use  of  animals  in  testing..."

"The  fundamental  considerations  in  assessing  the  need  for  carcinogenicity  studies  are  the  
maximum  duration  of  patient  treatment  and  any  perceived  cause  for  concern  arising  from  
other  investigations.  Other  factors  may  also  be  considered  such  as  the  intended  patient  
population,  prior  assessment  of  carcinogenic  potential,  the  extent  of  systemic  exposure,  the 
(dis)similarity to endogenous substances, the appropriate study design, or the timing of study 
performance relative to clinical development."

"Certain classes of compounds may not be used continuously over a minimum of 6 months but may  
be  expected  to  be  used  repeatedly  in  an  intermittent  manner." In this regard, the 
hypothesis emitted by the vaccine developers suggesting that there will be a need for ‘booster’ 
vaccinations on a yearly or even more frequent basis argues that carcinogenicity concerns, based on 
repeated exposure, are valid.

"For  pharmaceuticals  developed  to  treat  certain  serious  diseases,  carcinogenicity  testing  need  
not  be  conducted  before  market  approval  although  these  studies  should  be  conducted  post-
approval.  This  speeds  the  availability  of  pharmaceuticals  for  life-threatening  or  severely  
debilitating diseases, especially where no satisfactory alternative therapy exists."  Carcinogenicity 
studies must be conducted as an urgent matter. After carcinogenicity studies are properly conducted 
with the right animal models, with a reassuring outcome, post approval phase 4 may begin.  It must 
also be considered that COVID 19 does not meet the definition of  “ life-threatening  or  severely  
debilitating diseases” 6 7 8for vast portions of the population such as those already immune, young 
people, and middle age healthy people. As a sidenote, although agencies are hesitant, multiple(?) re-
purposed drug therapy is being used de facto worldwide with documented success on vulnerable 
population.

Contrary to what was announced initially, biodistribution reports indicate systemic exposure as 
they show distribution in liver, adrenal glands, spleen, blood, bone marrow and ovaries for Pfizer9 
as well as liver, adrenal glands, heart, eye, kidneys, testis, blood, bone marrow and brain for 
Moderna10  More elements have come to light confirming such wide distribution of nanoparticles 
into the body, their persistence with embedded mRNA and subsequent production of spike protein 
both from possibly leaked Japanese authorities and studies. 11

This was foreseeable, as the new lipid nanoparticles (LNP) were designed initially in medicine for 
mass bio-distribution. They are used in medicine to deliver/transport drugs to  distant sites in the 
body for cancer treatment, as well as other treatments. Their core function is to reach distant tissues. 
As expected, Nanoparticles, embedded RNA, and subsequent production of spike protein spreads 
into multiple organs. These biodistribution findings differ from what has been known about 



previous vaccines and substances staying at the injection site. This alone is sufficient to require at 
the very least immediate extensive carcinogencity studies. 

Booster, repeated vaccination is being suggested after 6 months or a year repeatedly for 
populationsSuch repetition further strengthens the absolute necessity of such studies. 12

Use of recent technology and new mechanisms require more testing to better apprehend associated 
risks, and if necessary, to put in place actions to mitigate them.

Precautionary principle requires that such studies be fully performed, preferably by independent 
groups, so that results can be trusted by scientists and the public.  

If full safety is confirmed, this would be reassuring for all, and if there are risks identified, 
particularly from the carcinogenicity studies, it would allow for early screening and treating those at 
risk.

In addition to necessity for public safety at a moderately low cost, out of precaution, such studies 
done concurrently to ongoing EUA would also provide additional scientific benefits related to 
future use of such technologies indicating which risks need further exploration. 

These arguments in themselves justify for an urgent need to mandate [EMA] to perform or at least 
require such studies, particularly the carcinogenicity one.

As covid vaccination is progressing, in many countries, deployment of such vaccinations have been 
explained by urgency due to an ongoing epidemic. In that context, safety assessment procedures 
were altered with the promise that full extended safety studies would be carried out concurrently 
instead of linearly. EUA's were granted and people have been vaccinated, trusting that all safety 
procedures have been completed or are in progress.  

Nothing can justify betraying such trust and skipping or delaying further safety studies 
altogether to avoid possible injurious outcome or responsibility allocation.  Yet, medicines agencies 
have not required genotoxicity and carcinogenicity studies.13 14

Several findings raise cause for concern and indicate multiple emerging mechanisms by which these 
mRNA vaccines could cause, induce or lead to an increased risk of cancer.

As mentioned above, need for carcinogenicity studies has become all more pressing given that 
systemic exposure  has been shown from pharmacokinetics and biodistribution studies. LNP with 
embedded mRNA  reach multiple organs such as [liver, adrenal glands, spleen, ovaries, heart, eye, 
kidneys, testis, bone marrow and brain]. 

Scientific findings  beg  the implementation of safety studies to help reassure the public and 
scientific community  and to potentially organize mitigation actions in such massive vaccination, 
based on the findings of such studies. 
  

1. That spike protein has been shown to interact with p53 protein which has been shown to 
be involved in multiple cancers possibly up to 50% of cancers.15 16Much knowledge is 
still needed as to understanding how much spike protein is produced, for how long,   and in 
which organs ?  Differences in interactions need to be understood when the spike protein is 
present alone, as with mRNA, compared  to when attached to a virus, as happens naturally 
or with adenovirus vaccines. Spike protein has been seen to freely circulate in the blood 
stream possibly up to 29 days after injection 17  



2. A preprint from the Radboud University Netherlands, the Hannover medical school 
Germany and the University of Bonn Germany finds that the Pfizer vaccine may result in 
changes to innate immunity.18 Innate immunity plays an important role in cancers 19 20

3. The spike protein is a known toxin. 21  22 23 24And in relation to this, we know that 
following injection, the vehicles carrying the mRNA that encode for the spike protein are 
heterodispersed throughout the body as shown by the above-mentioned biodistribution 
studies shared by manufacturers with European and Japanese authorities.  This leads to the 
production of free spike protein at levels that would never be seen in patients with 
natural SARS CoV-2 infection.  Moreover, the toxic effects of the spike protein can now 
be produced, by passing the blood-brain barrier of the mRNA-containing nanolipid 
structures within the brain.  However, in opposition to the claims made by the 
manufacturers, the spike protein encoded by vaccinal mRNA does not remain bound to the 
cell membranes, and can be found freely in the bloodstream, which exposes the vaccinated 
person to an even more protracted attack from spike protein. It has also been shown that 
nanoparticles containing mRNA seem to reach multiple organs, including the liver, 
testis, ovaries and bone marrow, possibly leading to spike protein production and 
causing cancers25 26. 

4. Human and viral reverse transcriptases are families of enzymes that allow the creation of 
segments of DNA from RNA so the DNA can be encoded within the human genome.   We 
have evidence that RNA coding for SARS-CoV-2 major proteins could be reverse 
transcribed into human DNA in several different ways, some of which are known and some 
are to be discovered.27 28 29 30Given this evidence, that reverse transcription happens, and 
given the immense size of the healthy young population being vaccinated in a short period 
of time,  downstream changes to the Human genome could have unwanted effects31 
including oncogenic ones.32  We also note that if the DNA encoding for spike protein is 
taken up into the Human genome, and is incorporated downstream of an active promotor 
region, production of this toxic protein could increase the risk for several disorders, ranging 
from cancer to cardiovascular disease. 

1) New LNP, 2) New mRNA vaccination, 3) Systemic exposure, 4) Immense intended 
population, 5) Repeated use. Any single one of these elements would alone suffice to require 
immediate safety carcinogenicity studies. 6) Spike protein interacting with P53, 7) Suspicion of 
altering innate immunity, 8) Free spike toxin reaching organs  9) Risks of integration. Each 
would be sufficient cause for concern for an immediate carcinogenicity study. Taken together, 
they lead us signatories of this letter to make this urgent, essential call for these safety studies 
to be conducted IMMEDIATELY, THOROUGHLY and INDEPENDENTLY to handle an 
unprecedented situation.

For all above-mentioned reasons, we call upon anyone who has the authority to request, mandate, 
order or undertake all steps to make sure all such studies, using the same substances as for humans, 
reproducing methods and frequency of administration, and ensuring these studies are performed as 
per best practices as indicated in attached guidelines33 preferably by independent bodies. Such 
studies should be conducted with the same substances injected in humans and reproduce booster 
doses on  two appropriate animal models having similar ACE2 receptors as humans, such as ferrets, 
minks or golden hamsters. We understand that only humans can give safety on humans, but until 
that happens during phase 4 with proper scrutiny, carcinogenicity studies give us indications on risk 
amplitude and where to pay attention for early screening, mitigation and treatment actions. We also 
request that raw data be made available and public in a continuous transparent manner.

This is all the more essential ethically 34 35 36 37, as vaccination is being carried out on a very large 
scale, in healthy populations at negligible risk of severe disease or in covid recovered patients who 
were explicitly excluded from Moderna and Pfizer 38 39 trials and have no benefit. They could face  



months or years of deadly or severely debilitating adverse events in addition to already known 
short-term inflammatory, circulatory, nervous, and allergic serious adverse events.

With much needed humility, and safety studies, we could collectively spare  innumerable lives, and 
the health of many more individuals.
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