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DEADLY SHOTS! Former Pfizer Employee Confirms Poison in COVID 'Vaccine' (rumble.com)
Transcript of the interview:
Stew Peters: “Well we have gone back and forth with fact-checkers – some independent researchers who have attempted to debunk the findings of Spanish researchers called La Quinta Columna, originally broken here on the Stew Peters Show by Dr. Jane Ruby. That video revealing that graphene oxide, a toxic substance – a poison! was found in the Pfizer vaccines. Those researchers later found that the same applied to Moderna and AstraZeneca, is now being tested as a result of our reporting. The truth is here.
USA Today and Lead Stories, all funded by the cabal, were all over me, all over Dr. Jane Ruby, and out and out calling us liars for reporting those findings to the world in a video that has now soared over well I think about a million views on Rumble.
We have sought the input of many medical experts, world-renowned doctors, Dr. Jane Ruby, Dr. Tenpenny, Dr. Judy Mikovitz, Dr. David Martin, they have all confirmed that report. But despite all of that confirmation, the assaults on our truth continue.
On twitter, you may have recently been following the hashtag ‘pfizerleak’ [#pfizerleak]. We want to know what’s in them. We want to know if it was pre-planned. Who’s behind all of it. We want to know what to believe, so today we’re going to get the confirmation that we need.
It’s hard to fact-check documents. It’s hard to fact-check publicly discoverable propriotary ingredients. It’s hard to fact-check Karen Kingston. She is a former Pfizer employee, currently an analyst for the pharmaceutical and medical device industries.
Karen, thank you so much for being here. We really appreciate your bravery. We admire your desire to expose the truth behind what appears to be, to me at least, one of the most, if not THE most, evil agenda mankind has ever been subject to.”
Karen Kingston @1:50: “Well, thank you for giving me a platform to share my findings and to spread the truth. And you’re right, it is extremely difficult to find this information and link it together.
I do have a unique set of skills, this is what I do in the industry; I analyze intellectual property, the legal landscape, for both physicians, pharma and consumers, and then I’m also a scientific writer and do the clinical analysis as well. So you can’t expect everyone to have that skill set to find this information, and the truth is I’m – you know, the whole do your own research was born out of the reality that the mainstream media has been lying to us and big tech and social media have been blocking the truth. And that’s why people have had to do their own research. And that’s – that violates our first amendment.”
SP: “Is graphene oxide in these shots?”
KK: “100% it is, and it’s irrefutable.”
Stew Peters @2:38: “So, just lay it out there. Is graphene oxide in these shots?”
Karen Kingston: “100% it is, and it’s irrefutable. And I’ll walk you through it.
So, what’s really important to know is that all of the mRNA vaccines contain what’s called a PEGylated lipid nanoparticle. And that’s what we’re going to go through. So if you take a look at the Moderna patent, it says, right there, that this contains lipid nanoparticle formulation. And as you go through the patent, which I’ll show you, they specifically talk about various ingredients and various PEGylated formulations that have alpha-numeric codes. And then you can also find them in the filings with the FDA with the IND [investigational new drug] and phase 3 trials for both Moderna and Pfizer. And you can also find them, you know, across the pond with the UK filings. I hope that’s making sense so far.
So here’s the important thing about the patent. I read the patent; it’s 193 pages plus attachments. And I read the patent to look for graphene oxide. It is not listed in the patent because it is a trade secret. So remember Bill Gates saying that there was a trade secret? Trade secrets are not, you know, privy to the public, so they cannot be in the patent. So graphene oxide is not listed in the patent, and it lists everything BUT that. But I’m still going to show you evidence that these contain graphene oxide and the patent in China that shows they contain graphene oxide.”
Stew Peters: “So let me just ask you, why would they put every other ingredient on the patent, with the exception of the standalone, graphene oxide? Why would they not put that on there?”
Karen Kingston: “I would say the number one reason is because it’s poisonous to humans and well-known that it’s poisonous to humans.
Yeah, and the other reason is because it is the main ingredient in hydrogel, which is the liquid, you know, AI template that’s used for some of Elon Musk’s, you know, research and Bill Gates, as far as that creating an interface between humans and, you know, the internet, if you will.”
Stew Peters: “So there is a legitimate theory that these shots are actually designed to create some sort of connectivity between humans, 5G – whatever this is, controlling your thoughts, your memories, all of these things, I mean, those are realistic and plausible possibilities?”
Theory: Humans as guinea pigs | Injecting people with as much graphene oxide as possible before they die
Karen Kingston @4:56: “That’s not possible with this round. They rushed this thing out. They’re just seeing, you know, how much they can put into people before they die, I think, honestly.”
Stew Peters: “So this is a dose finding study? Basically a live dose finding study, and those that are dying or multiple sclerosis, Guillan-Barre, these tremors, the magnetism, all these things – “
Karen Kingston: “Well remember, we’re supposed to get boosters every 6 months. So we’re gonna get graphene oxide boosters every 6 months, to see how much we can build up in the system. We’ll go through this, because when you see the nations that are being injected, we’re the guinea pigs, you know, and so once they perfect this technology, I think there’s a second plan. I actually am not super comfortable talking about this stuff, because I don’t like to, you know, opinions on things, you know, and hypothesize, so I’d rather just stick to the data, if that’s okay.
So if you take a look at chemical and engineering news, there is these non peer-reviewed journals, we call them RAGS in the industry, every industry has it. And it’s basically, you know, the whales of the industry, the who’s who, and they just kind of brag about what they’re doing. So this article talks about the PEGylated lipid nanoparticles that are in all the COVID-19 vaccines. And there’s 4 lipids. And I’ll go over this.
So the first lipid is cholesterol, and that’s, our body loves cholesterol, it makes it go through the blood. Then there’s a phospholipid; the phospholipid adheres to the cell membrane, so that allows permeability to enter the cell membrane. There’s an ionizable lipid, so that gives it a positive ionic charge to help penetrate the mRNA to get into the cell. And then there’s the PEGylated lipid.
And so the reason why they created these is because mRNA is very unstable. Whether it’s synthetic or zoonic, which means it’s from an animal, you know, or a human. It’s very unstable. 80 degree weather kills it. Sunlight kills it. If you breathe on it, it dies. I mean, and researchers all say this. It’s just – it rarely gets past the nasopharynx area of any healthy individual. It just – you know, your saliva kills it. It cannot survive on its own, so it needed this kind of biosphere that they created for it. And that’s why we have these four lipids and then they put the graphene oxide.
Now what’s interesting about the graphene oxide is that it’s 4,000 times stronger than titanium, and can withstand seventeen hundred degree fahrenheit temperature. So we took this very unstable virus, single helix virus, and we made it indestructible. Or “we”… they made it indestructible. So the PEGylated lipids, if you take a look, it’s ‘peg’: PEG, they’re made by a company called SINOPEG, which is [SINOPEG], and they’re located in China.
Now, how did I find this out? Well if you take a look at the Pfizer EUA filing, they list the 4 lipids – they have 2 lipids, each of which have 4 lipids of them in there, and so does Moderna. And Moderna’s is called – it’s called a Material Safety Data Sheet, this is what they use in industrial products. And it has a cast number, and there’s is SM102 for Moderna; and then if you go to Pfizer’s filing with the UK, the number – the 2 lipids that are in there, are called ALC0315 and ALC0159.
So when I googled MSDS cast, don’t ask how I know all this information, and I put in some of those numbers, I found SINOPEG. I didn’t find SINOPEG by googling SINOPEG. I literally put in the MSDS number. And so if you go to the website, you’ll see the, you know, extremely long, like I don’t know, hundred alpha-numeric name of each of these lipids. And you’ll see it under a tab called COVID-19 Excipients. And it says ‘polyethylene glycol PEG 2000’, right? And then here you’ll see it’s ALC0159, and this company is located in China. And then if you pull from the patent, from the Moderna patent, it lists out all the different polyethylene glycol 200, PEG 200, PEG 2,000, and you will find those listed under the COVID-19 Excipients in SINOPEG.
So… it’s right there. It’s manufactured in China. And so, there’s other vaccines that are mRNA vaccines that are not being sold in the United States. You can find those excipients here too, by the cast number, the Material Safety Data Sheet cast number.
Graphene oxide as a conductor of electricity | “positive charge annihilates anything that it comes in contact with”
Karen Kingston @9:15: And so if you want to know what is graphene, you know, what they explain here on SINOPEG, is, it is the ‘core-shell structure polyethylene glycol functionalized graphene for energy-storage polymer dielectrics: combined mechanical and dielectric performances’. So what that means is that graphene is a conductor – it can be a conductor of electricity. If it has a positive charge, and this is in all the – some of the studies from the NIH and Moderna and stuff, if graphene gets a positive charge, it annihilates anything that it comes in contact with. Right now they’re not charged. They’re neutralized.
You know, well like, how does a positive charge get into the cell? That’s that other lipid. That ionizable lipid that gives it the positive charge for cell penetration. But these currently are not – they’re neutral, they have a neutral field. But if they are, if there’s an electrical magnetic field that activates a positive charge, potentially there’ll be damage and potentially death, depending on where these nanoparticles ended up in people’s bodies and how much of them did.”
Stew Peters: “So it’s apparent to me that they’re lying, to the world. (Karen Kingston: “Yeah.”) They’re trying to hide this; this is the secret ingredient.
Lead Stories, USA Today, and all these other publications fact-checking this program, it appears to me that they are out and out lying. We’re going to get to who’s in on all of this in a minute, because I’m going to ask you, but, why are they using this graphene oxide? It’s a toxic substance, it’s poisonous. Why would – why are they using it?”
Karen Kingston: “Because it’s a great conductor of electricity and it can host magnetic field. So it can literally – it can connect you to the internet. That’s why.”
Stew Peters: “All right. I just wanted to make sure that I was clear on that. Because I know that you’re not comfortable opining opinions, things like that, but I just wanted to make sure factually that that’s what it can do, that’s what it’s capable of doing.”
Karen Kingston: “Yeah, and I mean, I haven’t had the chance, but I could probably go into some tech publications and AI publications, and we can find more information on how graphene oxide is a great electromagnetic – “
Graphene oxide is poisonous/toxic – Who’s responsible for it being in the vaccines?
Stew Peters @11:24: “Well the bottom line is that it’s poisonous. It’s poisonous (Karen Kingston: “It is poisonous.”) – it annihilates if it has a positive charge; it annihilates anything that it comes into contact with. It’s toxic for humans, it should not be in there and it is. That is what I needed to know. Who’s behind this? That’s what I’d like to know. Who’s behind all of this?”
Karen Kingston: “Well, I don’t… so, hold on, I didn’t put this in here but, there’s a company called Shanghai Nanotech, and they filed a patent, and you can – for graphene oxide for the use in COVID-19 excipients, and this is a meeting of them at their headquarters and that looks like, I think his name is Tal Zaks, the chief technology officer for Moderna, and if you go to the World Health Organization website, there is a page where they talk about how the global world needs to work together on these COVID-19 vaccines. It’s from some time last year. And you’ll see the usual suspects there. You’ll see like Peter Daszak and the names from Moderna and several names from the NIH and NIAID, so… there is a large group of billionaires and millionaires, many many times over that have coordinated for the development and execution of these products.” 
Stew Peters: “So you knowing this, you bringing this confirmation, why would the – I guess, I mean this is opinion, so you can just tell me if you’re not comfortable answering this, but I gotta ask, why would people like President Trump, Ron DeSantis, Sean Hannity, what do they have in – what stake in the game do they have? How do they not know this stuff? They have – I mean…”
Attempts to expose these vaccines as bioweapons are silenced/censored
Karen Kingston @13:05: “No, there’s no way they can know this stuff. I want to be…[long pause], when I – sorry, when I found out, when I read this information, I didn’t know a woman could cry as hard as I cried.
So I sent an email out on May 26th, to about 30 outlets with this information; I sent an email summarizing that these are bioweapons. I even spoke to – and I don’t mean to be disparaging to anybody, I even spoke to American Frontline Doctors and stuff and after I spoke to them, you know, some of the doctors still went on saying, “Oh, as long as you’re – if you’re under 30 you shouldn’t get the vaccine.” And I called them up and I’m like, “What the hell are you doing? These are bioweapons.” They’re like, “We can’t say that.“
So the cognitive dissonance of the depravity and the evil of these “vacc” – injections, is very difficult for anyone to understand. And you have to also understand that for the whole year and a half these were being developed, anyone that came out and said, “Hey, this virus isn’t that bad”, they were mocked, they were ridiculed, they were ostracized, doctors were threatened to have their license taken away. So the truth couldn’t get out there. And then when people, anyone that was questioning about the speed for any of these vaccines to market, the need for them, even the FDA documents, they talk about “Hey, we don’t think someone under 18 should get these things. We’re worried about viral shedding.” If you show this like here – the manufacturing section of the application is redacted!
No one in good conscience should have approved this. But there is such brainwashing going on, such control of what basically the big tech wanted us to know as “the truth”, which was a bunch of lies, that it’s very difficult then for when someone says to you, “this is what’s going on”, to believe it.
I would compare it to anyone that’s been in a marriage where they had a spouse that was cheating on them. Your friends can tell you they’re cheating, there’s tons of evidence, but you are not going to believe it. You’re not going to believe all your trusted – all your trusted advisors have been telling you this stuff is safe, everything on the media says it’s safe, and then someone says “No. It’s actually lethal, and this is a planned, you know, planned genocide.” It’s impossible to believe.
Stew Peters: “Wow.”
Karen Kingston: “Does that make sense?”
Questioning people’s complicity with these agendas
Stew Peters @15:25: “Yeah, and, you know, I’m just, I’m having a hard time. I mean, honestly, I mean, I’m a human. You know. And so just knowing people that have subjected themselves to this inoculation; knowing how hard, how difficult it is to have a conversation with somebody, doing what I do, downloading to my brain, terabytes of information, every single day. Trying to determine what’s real, what’s not, what’s mis- and what’s dis-information? Who’s deepstate, who’s trying to throw me off, who’s controlled opposition?
You know, I mean it really – it happens. It sounds like some kind of a sci-fi movie, but you’re living in it, so you understand. I’m just trying to process all of this as you’re saying it. And I’m imagining, you know, people in the media. You know, I’m imagining, you know, people that they don’t understand that there are billions of lives at stake, or maybe they do, which makes it even worse. Because they’re complicit in this. They’re part of this – the carrying on of this.
And then, I think about everybody who’s going to be mandated; these shots. Um, listen, I’ve – Karen, I got an email this morning. I got an email this morning from a very concerned mother, of a young woman, who is going to be attending a Christian college in South Carolina. And they’re going to mandate this thing for her. 18 year old young woman with her entire life ahead of her. And she’s just one of millions of stories like this that are happening here in this country. What we’re doing to our young people. Poisoning them.
And so, then you got healthcare workers. I mean, I have a dozen emails in the last 48 hours from nurses, healthcare workers, doctors, people who are working at these facilities, in these clinics at these hospitals that are going to be mandated this. They don’t want to do it, they need help! And, you know, the DOJ is telling everybody that they can do this. The governors can mandate this, that businesses can mandate this. And so…”
“There’s no benefit to your health when you get injected;
the only thing it can do is poison, harm and kill.”
Karen Kingston @17:15: “Well, the DOJ – just because someone says something, especially in this current administration, doesn’t make it true. Okay? The DOJ can say, “We recommend this is mandated. We’re saying that this is  – we mandate these vaccines.” But I, you know, it’s a memo, I read the memo, okay? It’s a memo that was written by Dawn Johnsen. She’s the acting assistant attorney general to the president, saying that, under title code 21, section 564, you can – private companies and local governments can mandate the vaccines under Emergency Use Authorization.
Her interpretation is reckless, and it has no merit. So it’s just an opinion. It is not enforceable. Period. You know. And on top of that, what’s happened with these vaccines, or these injections, these EUA injections, not only is all the campaign and the propaganda a bunch of lies to terrify people into getting injected, which is a violation of human rights in and of itself, on top of that, she doesn’t mention title code 21 in her memo, which is what this falls under, because they violated 4 other sections of that title code under drug safety: drug and vaccine safety.
They have, under section 502, it’s false and misleading labelling, because this thing is NOT a vaccine, there’s no benefit to your health when you get injected; the only thing it can do is poison, harm and kill. So there’s false and misleading labeling. It doesn’t tell you that it contains graphene oxide. Adulterated drugs and devices, it also violates section 501, which again, adulterated drugs and devices is if it includes a toxin, which is the graphene oxide.
It also violates section 312.23 under initial new drug application. So if you go through an IND, you have to prove safety in animals before you move on to humans. They signed a letter of intent for pregnant rats. If that doesn’t make you furious, and we’re injecting pregnant women? And under the IND it says that if there is shedding, if there is risk to people of child-bearing age, then you need to stop the trial.
We KNOW there is shedding. We KNOW there is risk to child-bearing age. And the FDA even talks about it in their protein therapy and oncolytic virus that treatments that shedding is a real thing and you need to do animal studies first, then you need to do phase 1 human studies, and if there is, you know, if there is shedding, then you need to come up with controlled measures so that you don’t infect the uninjected. Which is what’s going on right now. They also violate section 312.42, which is clinical research holds and request for modifications. So that says if any of these things, I said, there’s at least 3 dozen, you need to stop the trials.”
Difference between trials of the past, and the COVID injections
Stew Peters @20:08: “Trials have been stopped when 25 people die; when 6 beagle dogs die.” 
Karen Kingston: “They were supposed to have stopped the trials when they did the mice study, and all the mice – 80% died in 24 hours, and the rest died by the end of the week.  […] They should’ve stopped the trials – “
Stew Peters: “But there is no threshold here. Is there? I mean – that’s the bottom line. There is no threshold. It doesn’t matter how many people die, they will continue this incessant push, won’t they?”
Karen Kingston: “Until American people speak up, and say ‘Enough is enough. Stop it!’ They will keep pushing us until, you know, they basically wipe out America. And they’re going after the children. Which is what is so disheartening. There is a – there will be no posterity. There will be no America. You know, if people of child-bearing age become infertile, and then children are at most risk for having serious adverse events and death from these injections. I mean, just look at the myocarditis numbers. They’re 1 to 25,000 reported, we know that’s at least 10%, which would be 1 in 2500, and it’s probably more like 1 in 250, which would be 4% of children are getting – having decades taken off their life or dying.
Stew Peters: “I am up against a hard break. And I have to go. Will you come back on this program? Because, we are dedicated to the truth. You are a wealth of information, and I’ve got so many more questions that I would like to continue this conversation with you. Will you promise to come back? I mean, are you comfortable with doing that?”
Karen Kingston: “Oh yeah! No, I’d love to be on. If I’m not comfortable answering your question I’ll just say that I’m not comfortable answering the question. I’m okay with saying that.”
Stew Peters: “Yeah, because I mean I have so many more, and I know that there’s going to be pouring out of questions on my social media and my DMs and my protonmail, ‘please ask her this’. And so I just want to reserve the future opportunity to have that conversation with you.”
Karen Kingston: “Absolutely. And I sent you a lot of the documents from the FDA website and the patent office and – “
Stew Peters: “We’re going to post all of those at stewpeters.tv. Karen Kingston, thank you so much.”
Karen Kingston: “Put it all up there. And, I do, I drafted letters to healthcare associations, and I’ve just been so busy, but obviously after talking to you I will finish those letters today, so that people can send them to their employer and they can send them to their school, they can send them to healthcare providers saying that, you know, I have the right to informed consent. I’m not saying it’s going to stop them from getting fired. But what will happen is eventually justice will prevail and our constitution always prevails, and you will have evidence that they can’t, they can’t plausibly deny that they didn’t know this information.” 
Stew Peters: “I believe that to be a 100% true, and I appreciate your optimism because that is what I’m trying to hold on to here as well. Unbelievable.
Thank you so much for being here. Really appreciate it.
The Stew Peters Show continues in 60 seconds. Go nowhere.”
Stew Peters @22:51: “You know what this is, right? Number 2 pencil? Everybody’s got one. Everybody’s got – everybody remembers filling out tests-  we should all be filling out our ballots with these number 2 pencils. That’s what we should be doing. But you know what’s in the tip of every number 2 pencil, right?
Lead! Put it on paper, it turns into graphene; that’s graphite, right? Lead! They want to inject you with lead. Lead is poisonous. Graphene oxide is poisonous. Graphite is poisonous. This is – they want to inject your children with lead!
‘Oh, but it’s just a little bit, Stew. It’s just a little bit. Don’t worry about it. Just a little – just a tiny little bit of lead.’
Remember when they wanted to inject the world with just a little tiny bit of mercury? It’s not going to – the point is, it’s not going to stop, unless you stop it. I stop it. Unless WE stop it. And you can. No matter what weight, no matter what muscle they come at you with; the federal government – blablabla, propaganda this –
No! They cannot mandate this. Mandates are NOT legal, not at work, not at school, nowhere! They are not legal; they cannot force you to inject yourself or your children with this poison! Please! Share that video everywhere. We have once again been vindicated.
So USA Today, Lead Stories, Politico, all these other people you – if you google Stew Peters and click on news, you’ll see right now, “No graphene oxide!” We showed it in the segment. What are they going to do? Redact? Retract? Correct? I don’t think so. Say ‘NO’. Do not allow them to do this to you or your kids.”
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Core-shell structured polyethylene glycol functionalized graphene for energy-storage
polymer dielectrics: Combined mechanical and dielectric performances

0 SEPTEMBER 1,2020.

Graphene, as the thinnest, strongest and stiffest material and arranged in a honeycomb pattern structure with sp2-
hybridized carbon, finds more potential applications in modern industry than other carbonaceous allotropes; in

pristine form, it is also an excellent heat and electric conductor . However, the major obstacle in utilizing graphene,
particularly for electronic applications, is its insolubility in the fully reduced state due to the strong affinity between

the graphene sheets.

In the present study, they synthesized for the first time a polydispersed graphene with desirable electric conductivity
by covalent functionalization with single terminal aminated polyethylene glycol monomethyl ether (PEG-NH2). The
PEG-NH2 grafted graphene (PEG@GO) was then reduced by hydrazine hydrate to PEG@rGO and subsequently
incorporated into epoxy resin by a solution mixing method. The PEG@rGO with a"core-shell"structure exhibited
homogeneous dispersion in epoxy and also effectively reduced the dielectric loss, hence contributing excellent

dielectric properties and mechanical strength to the final PEG@rGO/epoxy nanocomposites.
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How Small are the PEGylated Lipid Nanopar

Measurement Units

1mm = 1,000 um (micrometer)

1 um = 1,000 nm (nanometers)

Biological Examples:

Macrophage (WBC) = 21 um = 21,000 nm
Red Blood Cell (RBC) = 6-8 um = 6,000 — 8,000 nm

Platelet 2-4 um = 2,000 — 4,000 nm
mRNA and RNA = 100’s nm
mRNA COV- Spike Protein =.35 nm

SARS-CoV-2 Respiratory Particles! 4.7 um = 4,700 nm
PEGylated Lipid Nanoparticles? = 10’s to 100’s nm

1

https://www.nature.comy/articles/s41428-020-0350-9
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Graphene oxide-incorporated hydrogels for biomedical
applications

Jongdarm Yi, Goeun Choe, Junggeon Park & Jae Young Lee &3

Polymer Journal 52, 823-837 (2020) | Cite this article
1362 Accesses | 14 Citations | 31 Altmetric | Metrics

Abstract

Graphene and graphene derivatives (e.g., graphene oxide (GO)) have been incorporated
into hydrogels to improve the properties (e.g., mechanical strength) of conventional
hydrogels and/or develop new functions (e.g., electrical conductivity and drug
loading/delivery). Unique molecular interactions between graphene derivatives and
various small or macromolecules enable the fabrication of various functional hydrogels
appropriate for different biomedical applications. In this mini-review, we highlight the
recent progress in GO-incorporated hydrogels for biomedical applications while focusing
on their specific uses as mechanically strong materials, electrically conductive
scaffolds/electrodes, and high-performance drug delivery vehicles.
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PFE cGMP Procedures and Inspections is Redacted, pes. 47-48

5.4. Chemistry, Manufacturing, and Control (CMC) Information

The manufacturing process for the BNT162b2 drug substance (DS) consists of two major steps:
(b) (4) . The BNT162b2 drug product (DP) is
manufactured by mixing the modRNA DS with lipids during lipid particle (LNP) formulation
followed by fil/finish. To support the EUA request, in-process, release, and characterization
data for a minimum of three process performance qualification (PPQ) DS batches for each DS
manufacturing facility were provided. Certificates of Analysis (CoAs) for a minimum of three
GMP commercial-scale DP lots from each DP manufacturing node were requested from the
Sponsor to demonstrate DP process performance and consistency. DP data from four
manufacturing nodes were available during the EUA review. In addition, to support vaccine
supply and availability, data from two additional nodes will be submitted to the EUA between
December 17 and December 23, 2020. Once authorized, the Sponsor will submit the CoAs of
DP lots to be distributed under EUA for review at least 48 hours prior to lot distribution.

The DS manufacturing process underwent changes during vaccine development. (B) (4)

A comprehensive analytical comparability assessment has been performed and the
submitted data support the comparability of (g) (4) with (b) (4) for the manufacture of
BNT162b2 DS. (b) (4)

For DP, the manufacturing process was changed from a
Classical process to an Upscale process involving an increase in batch size (capable of

The rmnuladure o the Pfizer-BioNTech COVID~19 Vscune |s pe'fomed al anumber of
facilities. For each of these fadilities, FDA requested and reviewed information on equipment,
facilities, quality systems and controls, container closure systems as well as other information
as per the guidance, “Emergency Use Authorization for Vaccines to Prevent COVID-19, Octobe
20207, to ensure that there is adequate control of the manufacturing processes and facilities.

Emergency Use Authorization (EUA) for an Unapproved Product
Review Memorandum

Identifying Information

Repication Type [EUA (Evert-driven EUA maest]
Agpication Number 27034
ponsor [Plizer Inc_on behal of Pizer and BiNTech
bmission Date November 20, 2020
eceipt Date [November 20,2020
igratory Auborty [Mason F. Gruber, Ph.D. Direcior, CBERIOVRR
Revew Team Ramachandra Nak, PRD__Ghair, OVRRIOVRPA
(CAPT Michas! Smith, Ph.D._ Reguiatory Project Manage,
OVRRIDVRPA

Susan Wollersheim, M.D.. Cirical reviewer, OVRRIDVRPA:
Natil A-Humad, Ph.D.. Toxicology reviewsr, OVRRIDVRPA
Lei Huang. Ph.D.. Biostatstics reviower, OBE/DB,

Haruhiko Murata, Ph.D., CMC/Product reviewer, OVRR/DVP
Xi20 Wang. PhD.. CMC/Product reviewer, OVRRIDVP:

Laura Fontan, PhD., CMC/Faciy reviewor, OCBQ/DMPQ:
Kathioen Jones. PhD. CMC/Facity reviewer, OCBQ/DMPO.
Kerry Welsh, MD... Phamacoviglance reviewer, OBE/DE
Narayan Na, MD.. Pharmacovigiance reviewer, OBE/DE
Brenda Baldwin, PA.D.. Data Intogsy reviewer, OVRRIDVRPA:
Branumath Kannan, Ph.D.. BIMO reviewer, OCBQ/DIS/BMS:
Oluch Elokwachi, Ph.D, Labeing reviewer, OCBODCWAPLE.

eview Completion Dale [December 11, 2020

stabished Namo/Other rames. | Pfier-BioNToch COVID-18 Vacane/ BNT16202
sed during development

osage Foma/Sirengths and [A0.3 mL Suspension for nramuscuar jecton
Route of Administration

rtended Use for EUA [Actve immunizaion 1o prevent coronavius dsease 2018
J(CO\AD 19) caused by Severe Acute Respiratory Syndrome

| Coronavinus 2 (SARS CoV-2)

rlended Popuation ingividusis 16 years of age and cider

https://www.fda.gov/media/144416/download
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Why Choose Graphene Oxide as the Delivery System (excipient)?
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Global Patent for 2019-nCov Vaccines’ Graphene Lipid Nanotechnology

Nano coronavirus recombinant vaccine taking graphene oxide as | Description

Abstract

The invention belongs to the field of nano materials and biomedicine, and relates to a vaccine, in
particular to development of 2019-nCoV coronavirus nuclear recombinant nano vaccine. The
invention also comprises a preparation method of the vaccine and application of the vaccine in
animal experiments. The new corona vaccine contains graphene oxide, carnosine, CpG and new
corona virus RBD; binding camosine, CpG and neocoronavirus RBD on the backbone of graphene
oxide; the CpG coding sequence is shown as SEQ ID NO 1; the novel coronavirus RBD refersto a
novel coronavirus protein receptor binding region which can generate a high-titer specific antibody

aiming at the RBD in a mouse body, and provides a strong support for prevention and treatment of
the novel coronavirus.

1. https://patents.google.com/patent/CN112220019A/en?0q=CN112220919A

Nano coronavirus recombinant vaccine taking graphene oxide as carrier

Technical Field

The invention belongs to the field of nano materials and biomedicine, and relates
to development of a vaccine development platform. In particular to the

development of 2019-nCoV coronavirus nuclear recombinant nano-vaccine. The

invention also includes the use of the vaccine in animal testing.
Technical Field

The vaccine is an ultimate weapon for eliminating major infectious diseases, has
the advantages of lowest cost and more advantages of prior enemy than other
therapies, undoubtedly becomes hopeful to the public, the smallpox is eliminated

by human beings through vaccination, the poliomyelitis cases are reduced by 99
percent, the infectious diseases such as diphtheria are rare, and the incidence
rate of diseases such as measles, neonatal tetanus and the like is remarkably
reduced. The effect of vaccines on human health is not excessive, and the birth
of each new vaccine is a great victory for human beings to overcome an

infectious disease! To date, no medical treatment has been able to have such an
important, lasting and profound effect on human health as a vaccine; nor is any
therapeutic available to eliminate a disease from the earth at the very least cost

of a vaccine.

2. https://en.situ.edu.cr/research/centers-labs/national-engineering-research-center-for-nanotechnology

CN112220919A
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‘Without these lipid shells, there would be no MIFIGHT
mRNA vaccines for COVID-19

The most effective nanoparticles were ones that the body mistook as low-
density (Lby called bad ol.
Proteins that recognize LDL cholesterol in the blood bound to some of
Alnylam’s nanoparticles and carried them to LDL receptors on liver cells,
which then caused the cells to engulf the nanoparticles in an endosome. It
‘was the kind of complex interplay that studies in a petri dish missed.

“Alot of work has gone into studying what happens inside a cell, but trying to
understand the transport that occurs before these nanoparticles reach their
cells is another question entirely,” says Kathryn Whitehead, a nanoparticle
scientist at Carnegie Mellon University. As a consequence, “we don't even
screen in vitro anymore,” she says. “I find it more informative to test directly in
an animal.” _—
4 lipids
The work was grueling, and lipids that made great nanoparticles in a in LNPS
petri dish would often flop in animal studies. “You can have 50 different ionizable lipids that all deliver
effectively to cells in culture, and 49 of them won't work a damn in vivo,” recalls Thomas Madden, who
worked at Inex and is now CEO of Acuitas Therapeutics. (sIRNA shown)

Crear: Genevant Sciences

s, each surrounded by ionizable
ted fipids. LNPs for messenger RNA

Carnegie Mellon University Ao na

Dr. Kathryn A. The PEGylated lipids contain

i Whitehead graphene oxide. PEGylated e of anatural process called receptor-mediated endocytosis to get into cells,
LNPs are made by SINOPEG Joen bining t0a cell the nanopartice becomes encapsated i an even bigger
N ¥ |ganelle called an endosome. The endosome’s acidic interior protonates the heads
in China |ds, making them positively charged. That positive charge triggers a change in the
Sape o the nanoparticle, which scientists think helps it break free from the endosome and ultimately
release its RNA cargo into the cells cytoplasm. Once released, the RNAIs free to do s job.

erfering RNA (SIRNA) mol
icle is coated in pegy
fow MRNA strands.

ol Engineering and

hitps:/icen. acs. ora/oharmaceuticals/drug-deliveryithout-lpid-shells-mRNA-vaccines/99/6
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WO 2020160397 PCT/US200 16082

METHODS OF PREPARING LIPID NANOPARTICLES

Related Application
[0001]  This application claims priority to, and the benefit of, U.S. Provisional
‘Application No. 62/799.620, filed Jamuary 31, 2019, the encire contents of which is
incorporated herein by reference.
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10 and/or produce polypeptides in mammalian cells of organs.

Background

10004 Lipid-containing nanopartiles or lipid nanoparticles, iposomes, and Lipoplezes
have proven effective as transport vebicles into cells andor intracellular compartments for
biologically active substances such as small molecule drugs, proteins, and ucleic acids.
‘Though a variety of such liid-conaining nanoparticles have been demonsuated,
improvements in safety, efficacy, and specificity are sal lacking .
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Graphene Oxides

MIFIGHT

What is Graphene Oxide? What is it used for? 8 (14

Fuel Cells

Graphene oxide films are used in the following
applications:

Graphene research.

Biomedical.

Solar cells.

Graphene/polymer composite materials.
Batteries.

Supercapacitors.

Support for metallic catalysts.

Low permeability materials.

https://www.dovepress.com/getfile.php?filelD=27376
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0 ORIGINAL RESEARCH
Reduced graphene oxide—silver nanoparticle

nanocomposite: a potential anticancer
nanotherapy

This artice was published in the following Dove Press journal:
International Journal of Nanomedicine

5 October 2015

Number of times this article has been viewed

Sangiliyandi Gurunathan Background: Graphene and graphene-based nanocomposites are used in various research
Jae Woong Han areas including sensing, energy storage, and catalysis. The mechanical, thermal, electrical, and
Jung Hyun Park biological properties render graphene-based nanocomposites of metallic nanoparticles useful
Eunsu Kim for several biomedical applications. Epithelial ovarian carcinoma is the fifth most deadly cancer
Yun-Jung Choi in women; most tumors initially respond to chemotherapy, but eventually acquire chemore-

Deug-Nam Kwon sistance. Consequently, the development of novel molecules for cancer therapy is essential,

Jin-Hoi Kim This study was designed to develop a simple, non-toxic, environmentally friendly method for

using
ics of

the synthesis of reduced graphene oxide-silver (-GO-Ag) nanoparticle nanocomposit

Department of Animal Biotechnology. _— i g agents.
rersiy ks ony Tilia amurensis plant extracts as reducing and stabilizing agents. The anticancer prop:

of Korea 1GO-Ag were evaluated in ovarian cancer cells.





