
    

 
1 Total of 64 doses if a child receives the minimum number through age 18 of the routine recommended vaccines on the 2025 CDC Immunization Schedule, excluding Covid-19 vaccine. 
2 Note that RV is given by oral drops and one type of influenza vaccine is given by nasal spray. 
3 M=Merck; Mo=Moderna; G=GSK; S=Sanofi; P=Pfizer. 
4 Note that for many trials with “6 months,” the review was typically around 30 days after injection with a phone call at 6 months.               Updated: August 5, 2026 

Type 

D
o

ses
1 

A
ge In

jected
2 

Brand 

C
o

m
p

an
y

3 

Control 

P
laceb

o
? 

Safety Review 
After 

Injection4 

Lo
n

g term
? 

Source Note 

HepB 3 
Birth 

1M 6M 

Recombivax 
HB 

M None NO 5 days NO Package insert at § 6.1 

Note that to license a vaccine for children, the FDA relies upon the clinical trial 
conducted with children, not adults, because as the FDA explains, “It’s important that 
the public recognize that, because young children are still growing and developing, 
it’s critical that thorough and robust clinical trials of adequate size are completed to 
evaluate the safety and the immune response to a … vaccine in this population. 
Children are not small adults.” 

Engerix B G None NO 4 days NO Package insert at § 6.1 
 

DTaP 15 

2M 4M 
6M 

15M 
4Y 

Infanrix G DTP NO 30 days  Package insert at § 6.1 
DTP was also not licensed based on placebo controlled trial and it increases mortality.  
 
The 6-month Daptacel trial had no control, 1,454 children and “[w]ithin 30 days 
following any dose of DAPTACEL, 3.9% subjects reported at least one serious adverse 
event.” 

Daptacel S DTP NO 
Up to 2 

months + 1 
trial 6 months 

NO Package insert at § 6.1 

PCV 4 

2M  
4M  
6M 

12M 

Prevnar 13, 
PCV-13 

P Prevnar 7 NO 6 months NO Package insert at § 6.1 
Prevnar 7 trial’s control was an “Investigational meningococcal group C conjugate 
vaccine.” In Prevnar 13 trial, “Serious adverse events reported following vaccination in 
infants and toddlers occurred in 8.2% among Prevnar 13 recipients and 7.2% among 
Prevnar 7 recipients.” In Vaxneuvance trial, “serious adverse events…were reported by 
9.6% of VAXNEUVANCE recipients and by 8.9% of Prevnar 13 recipients” but deemed 
“safe” because “no notable patterns or numerical imbalances between vaccination 
groups.” Prevnar 20 had similar result split into “serious adverse events” and “newly 
diagnosed chronic medical conditions.” 

Vaxneuvanc
e PCV-15 

M Prevnar 13 NO 6 months NO Package insert at § 6.1 

Prevnar 20, 
PCV-20 

P Prevnar 13 NO 6 months NO 
Package insert at § 
6.1; Clinical Review 

IPV 4 
2M 4M 
6M 4Y 

IPOL S None NO 3 days NO 
Package insert at 14-

17 

IPOL is very different than the polio vaccine created by Jonas Salk in the 1950s (used 
until 1960s). Hence, trials of Salk’s vaccine from the 1950s were not relied upon to 
license IPOL. 

Hib 
3 
or 

4 

2M  
4M  
6M 

12M 

ActHIB S HepB NO 30 days NO 
Package insert at § 

6.1; Basis of Approval 
at 8 

Within 30 days of injection in the ActHIB trial, 3.4% experienced a serious adverse 
event but “[n]one was assessed by the investigators [Sonafi] as related to the study of 
vaccines.”  
 
Lyophilized PedvaxHIB vaccine, used as the control for Liquid PedvaxHIB, was tested in 
a trial in which controls were injected with lactose, aluminum adjuvant, and 
thimerosal but there is no indication Lyophilized PedvaxHIB was ever licensed. 

Hiberix G ActHIB NO 31 days NO 
Package insert at § 

6.1; Clinical review at 
20-21 

Liquid 
PedvaxHIB 

M 
Lyophilized 
PedvaxHIB 

NO 3 days NO Package insert at 6-8 

RV 
2 
or 
3 

2M  
4M  
6M 

Rotarix G 

Dextran, Sorbitol, 
Amino Acids, 

Dulbecco’s Modified 
Eagle Medium, and 

Xanthan 

NO 
31 days + 1 year 

for 
intussusception 

NO 
Package insert at § 

6.1; Clinical review at 
23-24 

“[T]here were 68 (0.19%) deaths following…ROTARIX…and 50 (0.15%) deaths following 
placebo… The most common…cause…was pneumonia…observed in 19 (0.05%) recipients 
of ROTARIX and 10 (0.03%) placebo recipients.” Its clinical review admits “The placebo 
consisted of all components of Rotarix, but without any RV particles.” The package insert 
for RotaTeq similarly admits its “placebo” contains multiple ingredients as seen to the left.  RotaTeq M 

Polysorbate-80, 
Tissue Culture 
Medium, Fetal 

Bovine Serum, and 
Sodium Phosphate 

NO 
42 days + 1 year 

for 
intussusception 

NO 
Package insert at § 

6.1; Clinical reports at 
445 etc. 

Covid-
19 

 
13 

5Y 
6Y-17Y 

Comirnaty P Placebo YES 6 months NO 
Package insert at § 6.1 

Clinical Review at 36 

Comirnaty placebo controls were unblinded and most were vaccinated during the trial. 
The trial for ages 12-15 had 1,131 vaccinated children, and at least one participant 
suffered a profound injury.  

19 
6M 8M 
1Y-17Y 

Spikevax Mo Placebo YES 51-71 days NO 
Package insert at § 6.1  

FDA Briefing at 10 

Spikevax placebo controls were unblinded and mostly vaccinated during the trial. 
Depending on the age group, the median duration of blinded safety follow-up was 51 
to 71 days.  

Flu 19 
6M 
7M 

1Y-17Y  
Various 

V
ario

u
s 

Flu shots 
change 

annually 

without any 
clinical trial 

NO 
Flu shots change 
annually without 

any clinical trial 
NO 

CDC 25-26 Flu Shots; 
FDA Flu Shots 

Also, the trials of the original flu shot formulations for children did not have a placebo 
control (see pp. 13-14) even though some adult trials did. The one inhaled influenza 
vaccine had a placebo but, again, it changes every year and is not safety tested in any 
trial.  

MMR 6 
12M  
4Y 

M-M-R II M None NO 42 days NO Clinical reports 
M-M-R-II trials totaled only 834 children and a third developed gastrointestinal and a 
third respiratory issues. In Priorix trial, both vaccine groups had high rate of serious 
adverse events, emergency room visits, and new chronic diseases (e.g., autoimmune 
disorders, asthma, type I diabetes, celiac, and allergies). See Table 6 of the 
Supplementary Materials. 

Priorix G M-M-R II NO 6 months NO 
Package insert at § 

6.1; Sup materials at 
12 

VAR 2 
12M  
4Y 

Varivax M 
45 mg of 
neomycin 

per milliliter 
NO 70 days NO 

Package insert at § 
6.1; Merck study at 2; 

Clinical reports 

One controlled trial with 956 children, half Varivax and half neomycin, and one trial 
with 32 vaccinated and another 29 vaccinated 8 weeks later, during which the first 
group had double the ear infections and 50% more respiratory infections.  

HepA 2 
12M 
18M 

Havrix G Engerix-B NO 6 months NO Package insert at § 6.1 
Trials for both occurred at the same time when there was no licensed Hep A vaccine 
and hence no excuse for not using a placebo control. It is also startling that Engerix-B, 
see above, was the control for Havrix, and an injection of cyto-and-neuro toxic 
substances, AAHS (aluminum hydroxide) and thimerosal, were used as a control for 
Vaqta instead of a saline injection. 

Vaqta M 
AAHS and 

Thimerosal 
NO 42 days NO 

Package insert at § 
6.1; Merck study at 

454 

Tdap 3 11Y 
Adacel S 

Td, for 
adults 

NO 6 months NO Package insert at § 6.1 
Due to reactions, Tdap (Adacel) given at 11Y has 12.5 times less diphtheria toxoid (25Lf 
v 2LF) and 10 times less pertussis toxin (25mcg v 2.5mcg) than DTaP (Infanrix) given to 
babies.  

Boostrix G 
Decavac or 

Adacel 
NO 6 months NO Package insert at § 6.1 

HPV 
2 
or 
3 

9Y 
9 ½Y  

Gardasil 9 M 
Gardasil 4  
(see note) 

NO 

1 month in five 
trials, 6 

months in one 
trial, and 4 

years in one 
trial 

NO 
Clinical review at 17-

19 

Gardasil 9 trial gave 306 people placebo after full series of Gardasil 4. In Gardasil 4 trial 
controls received aluminum adjuvant, AAHS, except 320 people labeled “Saline Placebo” 
that actually received all vaccine ingredients except antigens and AAHS. Across trials, 2-
3% receiving vaccine or aluminum adjuvant (used to induce autoimmunity) had a 
suspected autoimmune disorder.  

https://www.fda.gov/media/74274/download
https://www.prnewswire.com/news-releases/fda-will-follow-the-science-on-covid-19-vaccines-for-young-children-301373358.html
https://www.fda.gov/media/119403/download
https://www.fda.gov/media/75157/download
https://icandecide.org/wp-content/uploads/2021/06/2021.01.28-Letter-to-Special-Rapporteur-on-Poverty.pdf
https://www.fda.gov/safety/reporting-serious-problems-fda/what-serious-adverse-event
https://www.fda.gov/safety/reporting-serious-problems-fda/what-serious-adverse-event
https://www.fda.gov/media/74035/download
https://www.fda.gov/media/76076/download
https://www.fda.gov/media/76076/download
https://www.fda.gov/media/150819/download
https://www.fda.gov/media/149987/download
https://www.fda.gov/media/150459/download?attachment
https://www.fda.gov/media/75695/download
https://icandecide.org/wp-content/uploads/2023/05/Petition-IPOL-2022-08-23.pdf
https://www.fda.gov/media/74395/download
http://wayback.archive-it.org/7993/20170723144656/https:/www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM244597.pdf
https://www.fda.gov/media/77017/download
http://wayback.archive-it.org/7993/20170722072902/https:/www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM182550.pdf
https://www.fda.gov/media/80438/download
https://www.fda.gov/media/163009/download
http://wayback.archive-it.org/7993/20170722073219/https:/www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM133580.pdf
https://www.fda.gov/media/75718/download
https://icandecide.org/wp-content/uploads/2023/06/rotateq_placebo.pdf
https://www.fda.gov/media/151707/download?attachment
https://www.fda.gov/media/188870/download?attachment
https://icandecide.org/3-08-2022-ltr-to-dr-paul-richards-fda-re-maddie-de-garay/
https://thehighwire.com/ark-videos/rigged-maddies-story/
https://www.fda.gov/media/155675/download?attachment
https://www.fda.gov/media/159189/download
https://www.cdc.gov/flu/hcp/acip/index.html#cdc_report_pub_study_section_2-u-s-influenza-vaccines-age-indications-dosage-and-administration-and-contraindications-and-precautions
https://www.fda.gov/vaccines-blood-biologics/vaccines/vaccines-licensed-use-united-states
https://icandecide.org/wp-content/uploads/2019/09/ICAN-Reply-1.pdf
https://nam10.safelinks.protection.outlook.com/?url=https%3A%2F%2Fsirillp.com%2FMMRII-FOIA&data=05%7C01%7Cebrehm%40sirillp.com%7Cd34323a102534059f16208db8d144e7b%7C872a3185fea24e9e960dfdf0ee730b2c%7C0%7C0%7C638258890600104991%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=a8gehrZQYQ%2FLiyyg3XSJY%2BgYQx2rZzY1aNp89FxgOD0%3D&reserved=0
https://www.fda.gov/media/189623/download?attachment
https://pmc.ncbi.nlm.nih.gov/articles/instance/7192400/bin/piz010_suppl_supplementary_materials.docx
https://www.fda.gov/media/76000/download
https://pubmed.ncbi.nlm.nih.gov/6325909/
https://nam10.safelinks.protection.outlook.com/?url=https%3A%2F%2Fsirillp.com%2FVarivax-clinical-trials&data=05%7C01%7Cebrehm%40sirillp.com%7C82c304a3f6bc4029a98008db8d158377%7C872a3185fea24e9e960dfdf0ee730b2c%7C0%7C0%7C638258895772390088%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=EM3j6dmQZKSH7vm8J1OV0v7U2ed3WRAr3kR%2B4sIL0Sw%3D&reserved=0
https://www.fda.gov/media/119388/download
https://www.fda.gov/media/74519/download
https://www.nejm.org/doi/pdf/10.1056/NEJM199208133270702?articleTools=true
https://www.fda.gov/media/119862/download
https://www.fda.gov/media/124002/download
https://wayback.archive-it.org/7993/20190423065200/https:/www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM429166.pdf
https://www.fda.gov/media/74350/download
https://pubmed.ncbi.nlm.nih.gov/17484215/
https://pubmed.ncbi.nlm.nih.gov/27417999/
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Men4 2 
11Y  
16Y 

Menactra S Menomune NO 6 months NO Package insert at § 6.1 
Incredibly, the safety section of the package insert for Menomune lists the trial in which 
it was used as a control for the trial of Menactra. This provides another good example 
of the safety pyramid scheme in which Menomune is licensed without a placebo 
control trial and then used as the control to license Menactra, then Menactra is used 
as the control to license Menveo, and then Menveo is used as the control to license 
MenQuadfi. What is the actual safety profile? Putting aside the limited 6-month safety 
period, it is unknown since Menomune’s safety baseline was never established in a 
placebo-controlled clinical trial. 

Menveo G 
Menactra or 

other 
vaccine 

NO 6 months NO Package insert at § 6.1 

MenQuadfi S 
Menveo or 

other 
vaccine 

NO 6 months NO Package insert at § 6.1 

MenB 
0 
or 

2  

16Y 
16.5Y if 

indi-
cated 

Bexsero G See note NO 30 days NO 
Summary basis at 14-
15; Clinical review at 

40 

Bexsero’s controls injected with aluminum hydroxide and, in one trial with 120 
adolescents, saline injection followed by injection of Menveo and hence FDA labels this 
an “active control,” not a “placebo control” trial. Trumenba’s trials had no placebo 

control group other than 12 people in a dose ranging phase II study and otherwise the 
controls were injection of Gardasil+placebo, dTaP-IPV+placebo, HepA+placebo, or 
Menactra+Adacel+placebo.  

Trumenba P See note NO 
30 days in 3 

trials + 11M in 
2 trials  

NO 
Summary basis at 4; 

Clinical review at 9-10 

DEN 
0 
or 
3 

6Y+ prior 
infected 
endemic 

areas 

Dengvaxia S Placebo YES 5 years YES 
Statistical review at 

10; Package insert at 4 

Finally, a longer-term placebo-controlled trial (35k+ children). Children under 6 had 
severe harm and death – harms the above trials would likely miss – and older children 
“not previously infected are at increased risk for severe dengue.” Hence, only given to 
6+ who had dengue in endemic areas (not in U.S.) (Note: 5 years insufficient for vaccine 
for babies.)  

 

 
5 Total of 64 doses if a child receives the minimum number through age 18 of the routine recommended vaccines on the 2025 CDC Immunization Schedule, excluding Covid-19 vaccine. 
6 Note that RV is given by oral drops and one type of influenza vaccine is given by nasal spray. 
7 M=Merck; Mo=Moderna; G=GSK; S=Sanofi; P=Pfizer. 
8 Note that for many trials with “6 months,” the review was typically around 30 days after injection with a phone call at 6 months.              Updated: August 5, 2026 

https://www.fda.gov/media/75619/download
https://www.fda.gov/media/78514/download
https://www.fda.gov/media/137306/download
https://wayback.archive-it.org/7993/20190425012223/https:/www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM434748.pdf
https://wayback.archive-it.org/7993/20190423064855/https:/www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM434714.pdf
https://wayback.archive-it.org/7993/20190425012035/https:/www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM548305.pdf
https://wayback.archive-it.org/7993/20190423065758/https:/www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM424626.pdf
https://www.fda.gov/media/125481/download
https://www.fda.gov/media/124379/download
https://www.cdc.gov/vaccines/schedules/hcp/imz/child-adolescent.html
https://www.usgs.gov/faqs/what-constitutes-united-states-what-are-official-definitions

