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Stunningly poor data. Labelling confusion. What could possibly go wrong? 

ACIP June 23 2022 - Oral Remarks: Dr. David Wiseman 

Docket No. CDC-2022-0062 

 

David Wiseman PhD, MRPharmS (Synechion@aol.com) 
 

Comments as spoken are indicated in yellow. Additional comments are in unhighlighted text. 

 

Capsule: 

CDC asserts that FDA has determined that the Covid-19 vaccines are safe and effective fr all ages of 6 months. They 

have not. For an EUA, FDA uses a “lower “May be effective” standard. 

Children’s vaccines are authorized given scant data, no risk benefit analyses and unanswered questions form ACOP and 

VRBPAC members as to the production and durability of spike protein. 

Labelling confusion that awaits an accident. 
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1. Background 

FDA’s VRBPAC and CDC’s ACIP committees were convened in two and three sessions respectively between June 14 and 

23rd to consider recommendations regarding the Emergency Use Authorization of the Moderna Covid-19 vaccines for ages 

6 months to 17 years, and the Pfizer vaccine for ages 6 months to 4 years. Below are contained my oral remarks in in 

yellow) to ACIP on June 23rd, although that session was convened to consider the EUA for the Moderna vaccine for ages 

6-11 and 12-17 years, the remarks are broadly applicable to the various other children’s EUAs being considered. Additional 

comments are in provided in unhighlighted text. Please see other comments we have made at various time.(1,2) 

2. EUA Covid vaccines “May be effective” and not “effective” 
Thank you. CDC’s web site asserts that FDA has “determined COVID-19 vaccines are safe and effective for everyone 6 

months and older”1 

 
 

It certainly has not. 

FDA guidelines (3) describe the EUA standard as "may be effective" - lower than the conventional "effectiveness" 

standard. 

 
 

FDA’s VRBPAC slides 

 
1 https://www.cdc.gov/vaccines/covid-19/planning/children/6-things-to-know.html 
 

https://www.cdc.gov/vaccines/covid-19/planning/children/6-things-to-know.html
https://www.cdc.gov/vaccines/covid-19/planning/children/6-things-to-know.html
https://www.fda.gov/media/159226/download
https://www.cdc.gov/vaccines/covid-19/planning/children/6-things-to-know.html
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For EUA safety, FDA must determine that “may be” benefits outweigh the risks. 

 
 

Indeed, this is the language of FDA’s EUA letter of June 172 to Pfizer. 

 

 
3. No risk benefit analysis for Pfizer <5y: VE is “preliminary… imprecise…  and    potentially unstable.” 
FDA has published its risk-benefit analysis methodology in the journal vaccine and the VRBPAC3 for 5-11 dosing 

 

 
2 https://www.fda.gov/media/150386/download 
3 https://www.fda.gov/media/153447/download 

https://www.fda.gov/media/150386/download
https://www.fda.gov/media/153447/download
https://www.fda.gov/media/150386/download
https://www.fda.gov/media/153447/download
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FDA’s Risk Benefit analysis at VRBPAC: October 26 2021 

 
 

Why is this analysis absent in recent VRBPAC deliberations? 

 

Well, according FDA’s Dr. Fink4 Pfizer under 5 efficacy estimates are preliminary, imprecise, and potentially unstable. 

 

If FDA does not know the vaccines’ “may be” effectiveness, how can it calculate benefit over risk? 

Despite the paucity of Pfizer data (further discussed below), FDA’s Dr. Fink continued to explain FDA”s reason for why it 

was prepared to authorize the Pfizer under 5 vaccine. 

 

The green light to vaccinate millions of children based on three Pfizer vaccine and seven placebo events is stunningly 

absurd and impugns all related decisions about Moderna. 

 
4 https://youtu.be/Ixm4UmldTGQ?t=14397 

https://youtu.be/Ixm4UmldTGQ?t=14397
https://youtu.be/Ixm4UmldTGQ?t=14397
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FDA’s guidance for EUA Covid-vaccines had set the target efficacy at 50% with a lower CI boundary of 30%.(4-6) More 

recently, FDA’s Dr. Marks had (7) indicated that if vaccines failed to achieve these goals, it would not necessarily impede 

an EUA. Now that the extent to which FDA are prepared to relax this target, calls into question all related decisins, such 

as those involving the Moderna vaccine. 

 

FDA presentation, Dr. Susan Wollersheim5 June 15  

 

 
 

Pfizer highlighted its results for the 3rd dose at the June 15th VRBPAC and June 18th ACIP meetings. Clearly the reliance 

on only 1 and 2 outcome events >7days after dose three in the 6-23 month group to make a claim of 76% VE is all the more 

absurd. Other have pointed out that this claim ignores about 95% of all the Covid that occurred in the study. 

 

Pfizer further claimed that there were some hints of separation in its survival curves:  

 

From Pfizer ACIP Presentation6 June 17 2022 

 
5 https://www.fda.gov/media/159255/download 
6 https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-06-17-18/05-COVID-Gruber-508.pdf 
 

https://www.fda.gov/media/159255/download
https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-06-17-18/05-COVID-Gruber-508.pdf
https://www.fda.gov/media/159255/download
https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-06-17-18/05-COVID-Gruber-508.pdf
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and further highlighted immune response studies against Omicron, at which point, FDA’s Dr. Fink clarified that those 

particular data had only been presented to FDA fairly recently, and accordingly, FDA had not been able to verify them. 

 

 
 

4. Negative and waning VE 
The above data also show negative VE for Pfizer in some scenarios, e.g. after dose 1. VE wanes to the negative (ie 

increased risk of Covid) after about 6-7 months shown by  

[also shown in waning by] CDC’s Dr. Link Gelles7 who noted that by 3 months the VE was no longer statistically 

significant, for 12-15 year olds and older. VE for 5-11 year olds also wanes on a slightly delayed schedule. 

 
 

Since we would expect the Moderna vaccine to show a similar pattern, it is concerning that Moderna provide no waning 

data, but surely must have it as they will be reportedly presenting booster data next week.8 

 

 
7 https://www.fda.gov/media/159225/download 
8 https://www.aol.com/moderna-says-bivalent-vaccine-appears-155451906.html 

https://www.fda.gov/media/159225/download
https://www.aol.com/moderna-says-bivalent-vaccine-appears-155451906.html
https://www.fda.gov/media/159225/download
https://www.aol.com/moderna-says-bivalent-vaccine-appears-155451906.html
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In a paper by Dr. Walensky et al., (8) warnings that waning natural immunity present “a risk to vulnerable populations” 

apply equally to vaccination. 

 

For this reason VRBPAC’s Dr. Offit expressed concern9 that there will likely need to be a third Moderna dose (at least) and 

that parents of children with the 3 dose series of the Pfizer vaccine should understand their children will likely have no 

protection after two doses. 

 

Moderna’s two-dose data for 6 years and above were pre-Omicron, a problem FDA invoked to deny fluvoxamine’s EUA 

(9) Why not here? 

 

Moderna’s study schedule with respect to circulating variants. (VRBPAC June 15 2022).10 

 
5. Immunobridging 
FDA’s Dr Fink tells us that Immunobridging, “may not be scientifically established“ Worse still, it targets Wuhan. Pfizer or 

Moderna’s few Omicron assays are unvalidated with data FDA say they have not verified. 

 

Claims of “clinical relevance” are ridiculed by CDC’s analysis11 Friday of 2 Pfizer doses showing significant VE for toddlers 

with failed immunobridging, but the reverse for infants. 

 
 

The lack of an immune correlate of protection is widely acknowledged by CDC and FDA. VRBPAC’s Dr. Levy 

acknowledged this as an ongoing problem, on June 14th as follows:12 

 

 
9 https://youtu.be/Ixm4UmldTGQ?t=25704 
10 https://www.fda.gov/media/159257/download 
 
11 https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-06-17-18/06-COVID-Oliver-508.pdf 
12 https://youtu.be/GbNpaZeDPiA?t=22995 

https://youtu.be/Ixm4UmldTGQ?t=25704
https://www.fda.gov/media/159257/download
https://youtu.be/GbNpaZeDPiA?t=14226
https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-06-17-18/06-COVID-Oliver-508.pdf
https://youtu.be/GbNpaZeDPiA?t=22995
https://youtu.be/Ixm4UmldTGQ?t=25704
https://www.fda.gov/media/159257/download
https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-06-17-18/06-COVID-Oliver-508.pdf
https://youtu.be/GbNpaZeDPiA?t=22995
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“This question of durability, does the correlate predict durability? And my comment is to FDA. This is an ongoing issue. VRBPAC 

is being convened and being repeatedly being asked to consider, immunologic data antibody titres, neutralizing antibodies 

and the rest with very little understanding or discussion of what the correlating protections are. This is an ongoing issue in the 

field that’s limiting progress and I really call this to FDA 's attention I believe there should be a larger Federal effort to 

understand [inaudible] to help advance coronavirus vaccines now and in the future.” 

 

6. Myocarditis 
We have previously documented FDA’s statements that VAERS data are mis – or under-or misreported.(2) Using FDA, 

Israeli or other credible sources, myocarditis rates appear underreported in VAERS by between about 2 and 10 times.  

Similar presentations were given by CDC over these several meetings on myocarditis rates. Several new points emerged 

for example from the slides of Dr. Shimabukuro and Dr. Klein.13 

 

6.1. Higher myocarditis in 5-11 males - 6x more than VAERS 
Firstly, VSD’s myocarditis rates are six times higher (about 15.2 cases/million) in 5–11-year boys than previously thought 

in VAERS. 

 

   
 

 

6.2. Higher myocarditis after boosting 
As ACIP member Dr. Long appropriately notes, [that] myocarditis booster rates match or exceed the primary series rates, 

higher than estimated from VAERS, and more similar to the high rates we discussed from Israel previously.(2) The rate for 

16-17 males reported from VSD is 200/million. 

 

It appeared that CDC were trying to downplay Dr. Long’s observation, by pointing out weaknesses in the datasets. Below 

is a comparison of Israeli, VAERS and VSD data on myocarditis.. 

 

 
 

 

 
13 https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-06-22-23/03-COVID-Shimabukuro-508.pdf 
 

https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-06-22-23/03-COVID-Shimabukuro-508.pdf
https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-06-22-23/03-COVID-Shimabukuro-508.pdf
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6.3. Higher myocarditis after Moderna vs. Pfizer? 
It was important for FDA to deal with the tricky issue as to whether or not myocarditis rates are higher after the Moderna 

product than after Pfizer’s. FDA noted that in the fall of 2021 and based on data from Europe and Canada, suggestion up 

to 6-7 times the rate of myocarditis after Moderna, it had not authorized Moderna’s product for adolescents. 

 

This situation would therefore have been an impediment to any Moderna EUA in adolescents of younger children. Re-

evaluating those and other data, and with similar point estimates, FDA found additional confounding factors to conclude 

that “US surveillance data do not support a statistically significant higher myocarditis/pericarditis risk of Moderna COVID-

19 vaccine relative to Pfizer-BioNTech COVID-19 vaccine.” 

 

DR Wong, FDA, VRBPAC, June 14 202214 

 
 

FDA provided no detail to support its conclusion. However, FDA published a paper in the Lancet a few days prior to this 

VRBPAC meeting This paper found from claims data a 43% higher rate for Moderna in males 18-25. This was not 

statistically significant. The incidence rate in this group was 20 (d1) and 116 (d2) events per mission, consitnet with 

VAERS underreporting of 3-5 times. 

 

 

 

 
14 https://www.fda.gov/media/159224/download 
 

https://www.fda.gov/media/159224/download
https://www.fda.gov/media/159224/download
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7. Other safety issues 
7.1. Neurologic events 

Surprisingly, CDC’s Dr. Shimabukuro acknowledged for the first time that I am aware of (at least in oral remarks), that 

adverse health outcomes may affect some vaccinated people, and that some investigations to these events were taking 

place. He and other CDC staff recently published a paper(10) on vaccine (ie Pfizer) safety in 5-11 year olds. This paper 

described rates of seizure reporting that were about three times higher than for myocarditis. Altoug published on almost 

the same date, this had not been disclosed at the ACIP meeting of May 19 to discuss the booster doses for 5-11 year 

olds. 

 
 

The occurrence of post-vaccine neurologic events has now being acknowledged in a recent NIH paper.(11) 

 

7.2. Failed signal analysis by CDC 
Pursuant to a request by my collaborator dr. Josh Guetzkow, a [A] new FOIA disclosure reveals that CDC has not, per 

VAERS SOP,(12) conducted PRR safety analysis, which we have provided to FDA and CDC several times.(13-15) 
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8. Confusing dose intervals, labelling and CDC guidance 
Confusing intervals, labels and guidance will surely add to the 1300 plus children’s dose errors noted by CDC.(10) 

 

8.1. Dose interval guidance 
According to data presented to CDC by Canadian regulators in February, myocarditis rates may be lowered by widening 

the primary dose series interval from 3 (Pfizer) or 4 (Moderna) weeks to 8 weeks. 

 

 
 

On this basis CDC had already issued Emergency Use Instructions (EUI) for extend these dose intervals and indicated 

that it would do so for the current set of EUA children’s vaccines. The question arose as to how t could have done this 

with FDA, to reduce confusion between FDA and CDC statements. No clear answer was given. 
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8.2. Dose interval guidance 
There are several color-coded vial configurations for both the Moderna and Pfizer products, representing different dose 

levels, different ages, boosting, dilution and post-dilution expiry conditions.. 

 
 

Several ACIP members, including its chair, Dr. Lee and AMA representative Dr. Fryhofer, noted how confusing this was 

and called for improved design of these vial labels, including the identification of product concentration and intended age 

group. Dr. Sanchez urged on the manufacturers to “get their act together” to reduce errors due to labelling. 

 

Dr. Poehling pointed out that color coding would be confusing to those with color-blindness, a point confmred by a color-

blind ACIP member. According to NIH,15 one in 12 men are color blind. 

 

8.3. Ageing up 
Another source of confusion are the differences in FDA and CDC guidances as to dosing for children who enter a new 

age category prior to a second dose. ACIPS Dr. Daley urged the need for collaboration between the agencies on these 

label and guidance issues. 

 

8.4. Label errors in inaccuracy 
CDC noted errors or inaccuracies for both Moderna and Pfizer labels and that there would be campaign of education to 

mitigate confusion. 

 
CDC presentation, Dr. Hall, June 18 202216 showing Pfizer label error 

 

 
15 https://www.nei.nih.gov/learn-about-eye-health/eye-conditions-and-diseases/color-blindness 
16 https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-06-17-18/04-COVID-Hall-508.pdf 

https://www.nei.nih.gov/learn-about-eye-health/eye-conditions-and-diseases/color-blindness
https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-06-17-18/04-COVID-Hall-508.pdf
https://www.nei.nih.gov/learn-about-eye-health/eye-conditions-and-diseases/color-blindness
https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-06-17-18/04-COVID-Hall-508.pdf
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CDC presentation, Dr. Elisha Hall, June 23 202217 showing Moderna label error 

 

8.5. Mixed series 

CDC provided guidance for children 6 months to 4 years who receive different mRNA products for their two doses. The 

guidance effectively provides for a heterologous third/ booster dose without any assurance of safety. Indeed, according 

to the Canadian data (see 8.1), the order in which this happens may well impact safety. 

 

 

 
 

 
17 https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-06-22-23/07-COVID-Hall-508.pdf 

https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-06-22-23/07-COVID-Hall-508.pdf
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8.6. What could possibly go wrong? 
CDC’s Dr. Hall (June 23rd) acknowledged that there are more opportunities for errors. 

 
CDC presentation, Dr. Elisha Hall, June 23 202218 

 

 

Clear labeling and the patient instructions are vital to ensure patient safety. CDC already noted(10) 1361 incorrect dose 

administrations in 5-11 year olds. It is not clear whether some of these label issues constitute misbranding or adulteration 

under the FDA regulaitons, however, it is unthinkable that these sorts of errors can be allowed to exist. 

 

9. Gene Therapy Products – Many unknwons 
We have previously comment on the gene therapy nature of these vaccines.19 

VRBPAC’s Dr. Portnoy asked Pfizer20 which cells produce spike, how much do they produce and for how long. Pfizer 

dismissed this question as academic. 

 

It is certainly not. Understanding these basic questions is vital to understanding safety. Moderna’s answer to Dr. Sanchez’ 

similar question today was that the spike persists for less than a week. A Stanford study in Cell showed persistence of 

vaccine message and antigen persists for at least 60 days(16) 

 

Unless FDA, CDC, Moderna or Pfizer can provide this information, parents have every reason to avoid injecting their 

children with these “may be” effective gene therapies. 
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