COVID-19

OBJECTIVE REVIEW OF AVAILABLE
SAFETY & EFFICACY DATA RESEARCH
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Presentation Disclaimer

A The Information Presented In This Presentation Is A Matter Of Public Record Presented During Invited Expert Forums & Public W orkshops.

A The Information Presented Is An Effort To Collaborate With Elected & Appointed Officials At City, County, State & Federal Lev els To Better
Understand The Available Data For Safe & Effective Policy Development.

A The Information Presented Is Not Intended To Conflict With Guidance Provided By The US FDA, CDC or State Health Departments.

A The Information Presented Is Intended To Create Collaboration & Discussion That Can Help Develop Additional Options To Protec t Americans.
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REQUIRED BY LAW TO REPORTHEALTHCARE
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VAERS Reporting Requirements for COVID-19 Vaccines

As of October 29, 2021, there are three vaccines available to protect against COVID-19 disease:

« Pfizer-BioNTech COVID-19 Vaccine (Comirnaty®) is FDA-approved for people ages 16 years and older; it is
authorized for emergency use in people ages 5 years and older.

¢ Moderna COVID-19 Vaccine is authorized for emergency use in people ages 18 years and older.

¢ Johnson & Johnson's Janssen COVID-19 Vaccine is authorized for emergency use in people ages 18 years and older.

The reporting requirements for COVID-19 vaccines are the same for those authorized under emergency use or fully
approved. Healthcare providers who administer COVID-19 vaccines are required by law to report the following to VAERS:

* Vaccine administration errors, whether or not associated with an adverse event (AE).
o If the incorrect mRNA COVID-19 vaccine product was inadvertently administered for a second dose ina 2-
dose series, VAERS reportingis required.
o If adifferent product from the primary series is inadvertently administered for the additional or booster (third
dose), VAERS reportingis required.
o VAERS reporting is not required for the following situations:
= [f a mixed series is given intentionally (e.g., due to hypersensitivity to a vaccine ingredient)
= Mixing and matching of booster doses (as of October 21, 2021, mixing and matching of booster doses is

allowed)

« Serious Aks regardless of whether the reporter thinks the vaccine caused the AE. Serious AEs per FDA are defined
as:
o Death
o Alife-threatening AE
o Inpatient hospitalization or prolongation of existing hospitalization
o A persistent or significant incapacity or substantial disruption of the ability to conduct normal life functions
o Acongenital anomaly/birth defect
o Animportant medical event that based on appropriate medical judgement may jeopardize the individual and
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VAERS DATA- CURRENT

VAERS DATA UPDATE FOR EXPERIMENTAL COVID INOCULATIONS
Data Source CDC Wonder - Dec 13, 2020 to Jan 21, 2022

_--
Demographic Hospitalizations All Death
Reported Pericarditis Threatening Injured 48 Hours
Age < 6 Months
Age 6 to 11 Months 74 5 8 1 3 0
Age 1to 2 92 0 5 2 4 2
Age3to5 873 2 28 4 7§ 1
Age 6to 17 37,786 1,259 2,668 476 293 74
Age 18 to 29 103,595 3,466 7,660 1.591 2,611
Age 30 to 39 138,267 2,736 8,454 2,304 4,321
Age 40 to 49 136,361 2,248 9,239 2,793 4,788
Age 50 to 59 137,384 1,952 11,336 3,087 4,633
Age 60 to 64 64,079 757 6,281 1,575 1,945
Age 65to 79 146,683 1,485 20,576 4,040 3,899
Age 80+ 43,074 256 12,207 1,734 1,240
Unknown Age 263,447 16,009 43,115 8,163 16,322
Total 1,071,856 30,179 121,597 25,776 40,069

Data Source VAERS Published By CDC - https://wonder.cdc.gov/
Data Published from Dec 13, 2020 to Jan 21, 2022 (405 Days).

Medical Professionals Are Required By Law To Report Injuries & Deaths To VAERS - https://vaers.hhs.gov/reportevent.html




ALL CAUSE DEATHO AGE 18 TO 49 6 UP 40% OVER PREVIOUS
YEAR (COVID MAKES UP ONLY 9.7% OF DEATHS)
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T Sex and Age

E-mail Updates Table 1 has counts of deaths involving COVID-19 and other select causes of death by time-period in which the death

occurred, sex and age group. For data on deaths involving COVID-19 by month, year, jurisdiction, sex, and age,
| (© Click here to download | This data file contains two sets of age groups: (1) age-groups consistent with those used across CDC

p COVID-19 surveillance pages, and (2) age groups that are routinely included in NCHS mortality reports. When analyzing the
Related Sites : . : . . :
file, the user should make sure to select only the desired age groups. Summing across all age categories provided will result
in double counting deaths from certain age groups. For data on deaths involving COVID-19 by week, sex, and age (by NCHS
CDC Coronavirus (COVID-19) age groups), | (© Click here to download | Data on deaths involving COVID-19 among ages 0-18 are available here:

| @ Click here to download |

National Vital Statistics System

Table 1. Deaths involving coronavirus disease 2019 (COVID-19), pneumonia, and influenza Data as of:
reported to NCHS by time-period, jurisdiction of occurrence, sex and age-group. 2/2/2022
fo
United States hd All hd All ~ —
T =
Year in which Sex Age Group All Deaths Deaths Deaths involving  Deaths involving All Deaths Deaths involving
death involving from All Pneumonia [2] COVID-19 and involving Pneumonia,
occurred COVID-19 [1] Causes Pneumonia [2] Influenza [3] Influenza, or
COVID-19 [4]
-
2020-2022 All Sexes 0-17 years 770 69,463 1,327 217 192 2,072
2020-2022 All Sexes 18-29 years 5,476 132,185 4,778 2,640 162 7,762
2020-2022 All Sexes 30-39 years 16,067 194,854 12,941 8,360 339 20,960
2020-2022 All Sexes 40-49 years 38,432 291,987 30,218 20,907 535 48,199
2020-2022  AllSexes  50-64 years 165,438 1,184,157 144,873 93,253 2,355 219,022
2020-2022  AllSexes  65-74 years 201,292 1,426,935 186,342 113,407 2,200 276,056
2020-2022  AllSexes  75-84 years 225,952 1,689,074 209,271 119,757 2,235 317,389
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Can A

Vacclinated Person
Be Counted AsS
Unvaccinated?



YES- BREAKTHRU CRITERIA
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e LVen IT you are ruiry vaccinateaq, If you live In an area witn supstanual or nign transmission or CUVIL- 1Y, you will be
better protected if you wear a mask when you are in indoor public places.

-

e Currently, CDC is recommending that moderately to severely immunocompromised people receive an additional
dose of MRNA COVID-19 vaccine at least 28 days after a second dose of Pfizer-BioNTech COVID-19 vaccine or Moderna
COVID-19 vaccine.

For local health departments, healthcare providers, and clinical laboratories +
For state health departments +

How to send CDC sequence data or respiratory specimens from suspected vaccine breakthrough cases: -

e CDC would like to receive sequence data and respiratory specimens from COVID-19 vaccine breakthrough cases to
assess the SARS-CoV-2 lineage, including variants. When a vaccine breakthrough case is identified, the health
department will contact the laboratory to request that any residual respiratory specimen from the positive test be
held for sequencing at CDC.

e The health department also will request the specimen ID numbers and the Ct value for positive RT-PCR results.

o |f SARS-CoV-2 sequencing will not be performed locally and a specimen is available, the state public health laboratory
should request the residual clinical respiratory specimen for subsequent shipping to CDC.
ClFor cases with a known RT-PCR cycle threshold (Ct) value, submit only specimens with Ct value <28 to CDC for

o If the Ct value is not known (e.g., positive by antigen test only or by a molecular test that does not provide a Ct
value), the positive specimen may still be submitted to CDC for RT-PCR and potential sequencing.

« If your laboratory identifies a COVID-19 vaccine breakthrough case, please report it to your state health department
so it can initiate the investigation with CDC.

e These instructions can also be found here: NS3 Submission Guidance Documents [4 .




4 DISTINCT DATA GROUPS IN US

A Fully Vaccinated & 1 Booster 8 Received All Experimental Inoculations In Primary
Series (Pfizer/BioNTech & 2, Moderna/NIAID & 2, Johnson & Johnson 8 1) AND 1
Booster AND 14 Days Post Booster Inoculation.

A Fully Vaccinated, No Booster 8 Received All Experimental Inoculations In Primary
Series (Pfizer/BioNTech & 2, Moderna/NIAID & 2, Johnson & Johnson &8 1) AND 14
Days Post Last Inoculation In Series.

A Partially Vaccinated 8 Received At Least 1 Experimental Inoculation In Primary
Series (Pfizer/BioNTech 6 2, Moderna/NIAID 02, Johnson & Johnson -1 ) AND |t Has
Been 14 Days Post Last Inoculation In Series.

A Unvaccinated & Received Zero Experimental Inoculations.




WHO CAN COUNT AS UNVACCINATED?

A Fully Vaccinated & 1 Booster & CDC has said they will consider this group Fully
Vaccinated at this time, but Fully Vaccinated could change in the future to require
all considered fully vaccinated to be boosted as well.

A Fully Vaccinated, No Booster 8Can count as Unvaccinated i f it
days since final booster in series. A person who has received all inoculations in the
series, but 1 tdos only been 13 days since thei:Hr

hospital counts a Unvaccinated.

A Partially Vaccinated & This group has always been counted as Unvaccinated.

A Unvaccinated & This group has always been counted as Unvaccinated.
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Countries Organizing
& Analyzing This Data”



PUBLIC HEALTH SCOTLANID CASE RATE
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Table 14: Age-standardised case rate per 100,000 individuals by week and vaccination status, 18 December 2021 to 14

January 2022

18 December - 24
December 2021

No. tested
positive by
PCR

Unvaccinated

Population

1,006,025

Age-standardised case
rate per 100,000 with 95%
confidence intervals

540.82 (518.55 - 563.08)

No. tested
positive

by PCR

Population

357,752

1 Dose

Age-standardised case rate
per 100,000 with 95%
confidence intervals

780.31 (733.17 - 827.45)

25 December - 31
December 2021

998,045

958.52 (926.37 - 990.68)

348,727

1,409.70 (1,347.89 - 1,471.51)

01 January - 07
January 2022

988,033

923.27 (893.85 - 952.70)

341,481

1,393.46 (1,325.60 - 1,461.32)

08 January - 14
January 2022

18 December - 24
December 2021

No. tested
positive by
PCR

32,628

979,617

412.77 (390.36 - 435.18)

2 Doses

Population

1,866,426

Age-standardised case
rate per 100,000 with 95%
confidence intervals

1,328.29 (1,310.47 - 1,346.10)

No. tested

positive
by PCR

10,092

340,151

543.98 (497.93 - 590.03)

Booster or 3 doses

Population

2,069,356

Age-standardised case rate
per 100,000 with 95%
confidence intervals

750.86 (730.63 - 771.10)

25 December - 31
December 2021

50,622

1,622,561

2,551.97 (2,522.57 - 2,581.37)

30,041

2,429,029

1,526.42 (1,503.94 - 1,548.90)

01 January - 07
January 2022

34,327

1,121,214

2,418.35 (2,383.69 - 2,453.01)

35,436

2,847,027

1,361.04 (1,345.20 - 1,376.88)

08 January - 14
January 2022

9,363

995,855

865.79 (839.92 - 891.67)

13,566

2,982,132

481.49 (472.73 - 490.26)

Vaccination status is determined as at the date of PCR specimen date according to the definitions described in Appendix 6. The data displayed within the greyed-out section are considered
preliminary and are subject to change as more data is updated. Age-standardised case rates are per 100,000 people per week, standardised to the 2013 European Standard Population (see

Appendix 6).
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PH SCOTLANDO HOSPITALIZATION RATE
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Table 15: Age-standardised rates of acute hospital admissions where an individual had a COVID-19 positive PCR test up
to 14 days prior, on admission, or during their stay in hospital, by week and vaccination status, 18 December 2021 to 14
January 2022.

Unvaccinated 1 Dose

Age-standardised hospitalisation
Population rate per 100,000 (95% confidence
intervals)

Age-standardised hospitalisation
Population  rate per 100,000 (95% confidence
intervals)

No.
hospitalised

No.
hospitalised

18 December - 24
December 2021
25 December - 31
December 2021

01 January - 07
January 2022 1,099,417 43.75 (33.00 - 54.51) 242,843 46.10 (26.91 - 65.28)

1,111,023 34.39 (24.69 - 44.09) 261,362 10.81 (2.13 - 19.49)

1,105,601 54.05 (40.55 - 67.55) 251,779 40.69 (21.50 - 59.88)

08 January - 14
January 2022 1,093,639 32.46 (23.48 - 41.44) 241,461 26.64 (12.66 - 40.61)

2 Doses Booster or 3 Doses

No Age-standardised hospitalisation No Age-standardised hospitalisation
' Population rate per 100,000 (95% confidence ’ Population rate per 100,000 (95% confidence

hospitalised intervals) intervals)

hospitalised

18 December - 24
December 2021
25 December - 31
December 2021
01 January - 07
January 2022
08 January - 14
January 2022

170 1,864,017 25.89 (20.42 - 31.36) 137 2,068,790 5.29 (4.01 - 6.57)

228 1,518,996 41.01 (33.36 - 48.66) 206 2,428,234 9.68 (8.23 - 11.13)

247 1,116,431 61.14 (50.52 - 71.76) 391 2,846,022 11.09 (9.88 - 12.30)

191 989,345 45.18 (36.00 - 54.35) 424 2,981,022 11.68 (10.49 - 12.87)

Vaccination status is determined as at the date of positive PCR test according to the definitions described in Appendix 6. The data displayed within the greyed-out section are considered
preliminary and are subject to change as more data is updated. Age-standardised hospitalisation rates are per 100,000 people per week, standardised to the 2013 European Standard Population
adjusted to only include individuals 15 years old and over (see Appendix 6).
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PH SCOTLANDo DEATH RATE
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Table 16: Number of confirmed COVID-19 related deaths by vaccination status at time of test and age-standardised mortality rate
per 100,000, 11 December 2021 to 07 January 2022

Unvaccinated 1 Dose

Age Standardised Mortality No. of Age Standardised Mortality
Population  Rate per 100,000 with 95% dea.ths Population Rate per 100,000 with 95%
confidence intervals confidence intervals

1,567,709 7.21 (2.67 - 11.74) 357,775 3.91 (0.00 - 9.17)

No. of
deaths

11 December - 17
December 2021
18 December - 24
December 2021

25 December - 31
December 2021 1,549,716 4.93 (0.55 - 9.30) 341,505 0.36 (0.00 - 1.05)

1,559,729 1.70 (0.23 - 3.16) 348,750 15.28 (2.88 - 27.69)

01 January — 07
January 2022 1,541,298 7.62 (2.38 - 12.85) 340,177 7.38 (0.00 - 16.18)

2 Doses Booster or 3 doses

Age Standardised Mortality Age Standardised Mortality

Population  Rate per 100,000 with 95% y Population Rate per 100,000 with 95%

confidence intervals confidence intervals

11 December - 17
December 2021 36 1,866,427 7.68 (5.04 - 10.31) 2,069,356 0.20 (0.06 - 0.33)
18 December - 24

December 2021
25 December - 31

December 2021

01 January — 07
January 2022 26 995,855 11.89 (7.14 - 16.64) 21 2,982,133 0.46 (0.26 - 0.65)

Vaccination status is determined as at the date of positive PCR test according to the definitions described in Appendix 6. A confirmed COVID-19 related death is defined as an individual who has tested
posﬂwe by PCR for SARS-COV 2 at any time pomr and has COWD—TQ Ifsied as an undeﬂymg or contnburary cause of deafh on the dearh cemftcate Age srandard:sed morrahty rates per 100, 000 peopfe per

24 1,522,561 6.54 (3.79 - 9.28) 2,429,030 0.33 (0.16 - 0.49)

21 1,121,214 7.11 (3.85-10.38) 9 2,847,028 0.21 (0.07 - 0.34)
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WHAT TO LOOK FOR IN TABLES 146

A Unvaccinated are truly wunvaccinated, so theartihllyt a i s |
Vaccinated andevensome 2 Doses OFull wh¥maecihahadiddt beece
days since their last shot.

A Case Rate 8 Unvaccinated are lower than all other cohorts each week measured.

A Hospitalization Rate & Unvaccinated have fewer hospitalizations than 2 Doses AND
3 Doses, despite similar population sizes. During last 2 weeks of reporting,
Unvaccinated faired better than 2 Dose, but in reality, the differences among all
four cohorts was negligible with respect to hospitalization rate when actual
numbers hospitalized are reviewed. More people were hospitalized in the 2 Dose
and 3 Dose cohorts than in the Unvaccinated.

A Death Rate & More people died in the 2 Dose and 3 Dose cohorts than in the
Unvaccinated.

A Limitations 8 This data is not broken down by age or pre  -existing conditions.




Efficacy Signals

How Many Fully
Vaccinated People Stil
Contracted COVID?



OVER 6 MILLIONS TIMES AND SKYROCKETINC

Vaccine Breakthrough Data (aka Vaccine Efficacy Failure Data)

Updated On January 25, 2021 - Notes & Citations Provided
States In Red Are Not Updating Vaccine Breakthrough Data Monthly Or Not Publishing Data

Breakthrough Cases

Breakthrough Deaths
1 Month i 1

1 Month B
lan '22 Jan'22 . ( D
Increase Increase

Breakthrough Hospitalizations
I ]

NATIONWIDE

6,093,730 135.6% 138,915 54.1%

Breakthrough Deaths

Breakthrough Cases

1 Month 1 Month ) :
Increase s i Increase : : Al
Alabama 150
Alaska 16,171 16,171
Arizona 1,759 1,759
Arkansas
California 225,026 282,434
Colorado
Connecticut 242 43,337 115,021
Delaware 6,234 8,971
D.C. 36,134 48,344
Florida

1 Month

Citations
Increase
[As of Jan 25, 2022 only 28 out of 51 US Health Departments are updating data on a monthly
basis. Callfornla 8 New York each addad over 700,000 breakthrough cases to thelr totals In 1
p 1. W Y month. Texas, Florida, Dhio, New Jersey, Arizona, Louisiana are not reporting. Michigan stopped
reporting breakthrough data altogether. Texas, Colorado & Wisconsin are publishing data, but
not cumulative totals, so their data rates cannot be verified.

See Below

1 Month

Citations
Increase

Last Data Report - Aprll 19, 2021. No Vacclne Breakthrough Data Is Avallable. Vaccine
Breakthrough is not published on https:/fwww.alabamapublichealth. gov/covid 19/index. html and|e,
there is no weekly or monthly report to reference.
Last Data Report - Saptamber 2021. Vaccine Breakthrough is not published on https://alaska- o/ fdhee alack; vidph/enifidis
coronavirus-vaccine-outreach-alacka-dhes.hub.arcgis.com/ and there are no weekly or monthly  |HumanCoV/COVID monthly update pdf
reports to reference.

Last Data Report - July 14th. Vaccine Breakthrough is not published on

https:ffazdhs. gov/covidl 9/data/index.php and there are no weekly or monthly reports to
reference. The information presented by Kaiser is unable to be verified.

No Vaccine Breakthrough Data Is Avallable. Vaccine Breakthrough is not published on

https: ffwww. healthy.arkansas.gov/programs-services/topics/covid-19-reports and there is no
[weekly or monthly report to reference. The information presented by Kaiser is unable to be
verified.

Last Data Report - January9, 2022.

directorshlog health azdhs gov/uptickSn-covid:

19-casecds-preventable-with-vaccination/

vaccination-infection-data

Colorado is publishing Case and Hospitalization Rates per 100K and Death Rates per 1M, but
similar to the CDC, Colorado is hot supplying the basic data necessary to analyze their published
rates such as total breakthrough cases, hospitalizations, and deaths, which calls into guestion the
accuracy and integrity of the data they are publishing

Last Data Report - lanuary 12, 2022.

<- e ons plorado

/media/Coronavirus/CTDPHCOVID1Ssummany011 320

Last Data Report - lanuary 21, 2022,

ws. delavvar e g0/ 2022701 /21 fweekly-c ovicH
-2022-dph-+eportspromisgng-covid-

¥ X" Last Data Report - lanuary 18, 2022.
No Vacelne Breakthrough Data Is Avallable. Vaccine Breakthrough is not published on
https://floridahealthcovidl9.gov/ and there is no weekly or monthly report to reference.

Breakthrough = Failure



NATIONWIDE BREAKTHROUGH

A
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CDC 0 Stops reporting Vaccine Breakthrough Cases on April 30, 2021. Stops reporting
Vaccine Breakthrough Hospitalizations & Deaths on October 30, 2021, in favor of new
measurement termed Vaccine Effectiveness.

Only 28 out of 51 States Currently Reporting Vaccine Breakthrough d Including Oregon

Vaccine Breakt hrough &Qmmeszx6 Miliomr u Dec 0621
Vaccine Breakt hrough 00@es6eOMillidnhr u Jan 022
Increase In 1 Month 6 Over 3.5 Million Cases

Vaccine Breakthrough Hospio®Overl90,00&dt i ons Thr u
Vaccine Breakthrough HospdAlnao$til38,600i ons Thr u

Increase In 1 Month @ Almost 49,000 Hospitalizations

Vaccine Breakthrough ©®AmmostRS000T hr u Dec
Vaccine Breakthrough &CverB82l080 Thr u Jan
Increase In 1 Month 0 Over 7,000 Deaths
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Table 1. COVID-19 cases by vaccine breakthrough status over the previous 6 weeks

Percent
breakthrough
case

MMWR week Breakthrough
ending Total cases cases

2021-12-18 5,368 1,755 32.7

2021-12-25 6,961 3,235 46.5

2022-01-01 15,233 6,511 42.7

2022-01-08 45,319 15,158 334

2022-01-15 55,597 11,675 21.0

2022-01-22 57,011 16,417 28.8

Cumulative summary

Overall, there have been 104,088 vaccine breakthrough cases identified in Oregon. Of all vaccine
breakthrough cases, 15,392 (14.8%) were fully vaccinated and boosted at the time of infection. The
median age of breakthrough cases is 42 years (range: 5-106). 2,005 (1.9%) breakthrough cases were
residents of care facilities, senior living communities or other congregate living settings. 17,668 (17%)
cases were 65 or older. There have been a total of 5,785 (5.6%) cases aged 12-17.
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Table 4. COVID-19 breakthrough cases by age group and severity
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Age group

Breakthrough
cases

hospitalizations

Breakthrough

Breakthrough
deaths

0-9

43

1

0

8,782

22

0

19,054

98

19,959

17,744

14,616

11,672

7,683

4,535

104,088
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OREGON BREAKTHROUGH

AVaccine Breakthrough omes=,00D0hr u Dec 02
AVaccine Breakthrough 80@s104000Thr u Jan 02
A Increase In 1 Month 8 Over 53,000 Cases

AVaccine Breakthrough Hospd2081li zati ons
AVaccine Breakthrough Hospd®d3089 i zati ons
A Increase In 1 Month 8 Almost 1,000 Hospitalizations

AVaccine Breakthrough ®4%ths Thru Dec 6
AVaccine Breakthrough d&dat hs Thru Jan 0

A Increase In 1 Month & 242 Deaths




What Is The PCR Cycl
Threshold (Ct}or The
Fully Vaccinated?



PER CDC CT =28. UNDER 28 = (+), OVER 28 = ¢)
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< C @ codcgov/vaccines/covid-19/health-departments/breakthrough-cases.htmi * o » 2
3% Apps Counties ntermittent Fasting Qutreach Informed Consent COVID-19 Stats States COVID States 2 COVID CHD Articles \5 Clackamas County e Hawaiian Dictionary. » E] Reading st

e LVen IT you are ruiry vaccinateaq, If you live In an area witn supstanual or nign transmission or CUVIL- 1Y, you will be
better protected if you wear a mask when you are in indoor public places.

e Currently, CDC is recommending that moderately to severely immunocompromised people receive an additional
dose of MRNA COVID-19 vaccine at least 28 days after a second dose of Pfizer-BioNTech COVID-19 vaccine or Moderna

For local health departments, healthcare providers, and clinical laboratories +
For state health departments +

How to send CDC sequence data or respiratory specimens from suspected vaccine breakthrough cases: -

e CDC would like to receive sequence data and respiratory specimens from COVID-19 vaccine breakthrough cases to
assess the SARS-CoV-2 lineage, including variants. When a vaccine breakthrough case is identified, the health
department will contact the laboratory to request that any residual respiratory specimen from the positive test be
held for sequencing at CDC.

e The health department also will request the specimen ID numbers and the Ct value for positive RT-PCR resulits.

o |f SARS-CoV-2 sequencing will not be performed locally and a specimen is available, the state public health laboratory
should request the residual clinical respiratory specimen for subsequent shipping to CDC.
ClFor cases with a known RT-PCR cycle threshold (Ct) value, submit only specimens with Ct value <28 to CDC for

o If the Ct value is not known (e.g., positive by antigen test only or by a molecular test that does not provide a Ct
value), the positive specimen may still be submitted to CDC for RT-PCR and potential sequencing.

o [|f your laboratory identifies a COVID-19 vaccine breakthrough case, please report it to your state health department
so it can initiate the investigation with CDC.

e These instructions can also be found here: NS3 Submission Guidance Documents [4 .




What Is The PCR Cycl
Threshold (Ct) For The
Unvaccinated?



PER FDA CT = 40. UNDER 40 = (+), OVER 40 =-

B C0C 2019-nCoV Real-Time RT ® + _ a w
“ & @ fdagovimedia/134922/download @ &« B o * e
I Appe Counties ntemittent Fasting Cutreach Informed Congent COMID-19 S1ats States COVD States 2 COWID CHD articles  [B Clackamas County... @ Howaiian Dictionary... @ Friends of Trees

CDC 2019-nCoV Real-Time RT-PCR Diagnostic Panel - Instructions for Use

Substantial
reagent failure

Positive nCoVPC including
primer and

probe integrity
R
eagent and/or None

MNegative environmental
& - detected
contamination

Failure in lysis
and extraction
procedure,
Extraction potential <40.00 Ct
contamination
during
extraction

If any of the above controls do not exhibit the expected performance as described, the assay may have
been set up andfor executed improperly, or reagent or equipment malfunction could have occurred.
Invalidate the run and re-test.




Why This Discrepancy
For PCR Cycle
Thresholds (Ct)?



THE SI MPLE ANSWERéFAL

A In nonsymptomatic and mildly symptomatic persons with a PCR Result above 25.00
the instances of false positives increase exponentially the higher the PCR Result
number is.

A For example, a PCR Result of 35.00 is more likely to be a false positive than a 28.00
PCR Result, but because both are above 25.00, both can be false positives and
confirmatory lab testing would be necessary.

A Essentially, the FDA, having set the (+) or ( -) cycle threshold bar at 40.00 is
encouraging inclusion of false positives in the unvaccinated to hyperinflate case,
hospitalization, and death data.

A While, the CDC, having set the (+) or ( -) cycle threshold bar at 28.00 is attempting
to remove possible false positives so as to reduce and limit the number of vaccine
breakthrough (aka vaccine failure) cases, hospitalizations, and deaths.




What Should PCR
Cycle Thresholds (Ct)
Be Based Upon Peer
Reviewed Research?



RECOMMENDED CYCLE THRESHOLD:S

PROPOSAL FOR CALIBRATING COVID RT-qPCR TESTING BASED UPON VIRAL REPLICATION-COMPETENCE

DIAGNOSTIC INTERPRETATION CYCLE THRESHOLD PROPOSED ACTION
Quarantine/Isolation Until No Longer Symptomatic + 2 Days.
Infectious < 25.00 Administration Of Evidence-Based Nutritional Guidance. Retest

Serologic Antibodies To Confirm (+ IgG, - IgM).

Confirmatory Lab Testing. Serologic Antigen Or Live Human Cell
Possibly Infectious 25.00 - 33.99 Culture. Quanantine/Isolation Until Confirmed. Administration
Of Evidenced-Based Nutritional Guidance As Precaution.

Recommendation Of Evidence-Based Nutritional Guidance As
Not Infectious 2 34.00 Precaution.

Oxford Academic (lefferson) - https://academic.oup.com/cid/advance-article/doi/10.1093/cid/ciaal764/6018217
NEMJ Hospital Study - https://www.nejm.org/doi/full/10.1056/NE/Mc2027040
Caco-2 Cell Human Cell Line Infectiveness - https://pubmed.ncbi.nim.nih.gov/32966582/

VERO Monkey, HUH7.0 Human, 293T Human Cell Line Infectiveness - https://wwwnc.cdc.gov/eid/article/26/6/20-0516_article




What Are The Odds Of
Dying From Infection?



NATIONAL - RECOVERY RATES

Infective Spread Data Analysis - Cases, Deaths, Recoveries, Odds Of Dying - By Age
Data Source CDC COVID Data Tracker - Jan 21, 2020 to Jan 18, 2022

Demographic m % Of Deaths Recovery Rate | Odds Of Dying

Age O to 4 1,469,245 0.05% 1,370,163 99.98% 1in 4,092
Age 5 to 11 3,151,365 231 0.03% 2,939,385 99.99% 1in 13,642
Age 12 to 17 3,703,790 0.07% 3,454,385 99.99% 1in 6,897
Age 18 to 29 11,021,235 5,526 0.76% 10,275,161 99.95% 1in 1,994 v\
Age 30 to 39 8,546,355 12,756 1.76% 7,959,345 99.85% 1in 669 OW-RISK
Age 40 to 49 7,283,817 28,854 3.99% 6,765,543 99.60% 1in 252

Total 18 to 49 26,851,407 47,136 6.51% 25,000,050 99.82% 1in 569 HIGH-RISK

Age 50 to 64 9,394,350 127,060 17.55% 8,636,057 98.65% 1in 74

Age 65to 74 3,406,297 159,811 22.08% 3,017,607 95.31% 1lin21 AA//
Age 75 to 84 1,684,926 188,163 26.00% 1,383,548 88.83% 1in9
Age 85+ 869,168 200,538 27.70% 610,228 76.93% 1lin4d

Total 50 & Over | 15,354,741 675,572 93.33% 13,647,441 95.60% | 1in23 |
Total 50,530,548 723,835 100.00% 46,411,424 98.57% 1in 70

Data Source Cases, Fatalities, People Inoculated - NVSS Published By CDC - https://covid.cdc.gov/covid-data-tracker

1 - Data Published from Jan 21, 2020 to Jan 18, 2022 (728 Days). Typically Data Collection Is Reset Every Jan 1st. That Has Not Happened For COVID Data
2 - Deaths May Include Some People Who Died Due To Experimental COVID Inoculation As Well As Some People Who Were Incorrectly Categorized As A COVID Death

3 - Recoveries Are Calculated By Subtracting An Age Demographic Estimate Of New Cases OverThe Previous 5 Days, The Number Of Hospitalizations & the Number Of Deaths From Total Published Cases

According to the Centers for Disease Control and Prevention (CDC) on August 28, @RMNJ ci'» 2 T KIS waR tBd oilKcause mehtisried

For deaths with conditions or causes in addition to COY) on average, there were 2.6 additional conditions or causes pefid&ad ¢

According to the Centers for Disease Control and Prevention (CD&) @8 2022,G C2 NJ h @S NJ p7z 2 F19 wds Se dI tads& dmentiodedt. + L 5
For deaths with conditions or causes in addition to COY) on average, there were 4.0 additional conditions or causes pefid&ad ¢




Recovery Rates Nationwide By Age - Is This An Emergency?

JAN 21, 2020 - JAN 18, 2022 (728 DAYS) VACCINE RECOVERIES PERCENTS & TOTALS
DATA SOURCES - HTTPS://COVID.CDC.GOV/COVID-DATA-TRACKER
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PER THE CDC,
49. 7% OF COVID
HOSPITALIZATIONS NATIONWIDE

ARE NOT DUE TO COVID



https://www.americaoutloud.com/49-7-covid-hospitalizations-not-due-to-covid/

What Are The
Risks & Benefits?



Data Source CDC COVID Data Tracker - JamuL.8 2022
SARS-CoV-2 Infection Data

COVID-19 US Risk vs Benefit Analysis By &feEEN = Low Ri$kED = High RiskLUE = Only Demographics That Should Be Experimental Inoculation Eligible

Data Source CDC COVID Data Tracker & VAERS - Thru Jan 7, 2022

Experimental Inoculation Data

Demographic Gain of Benefit] Demographic | People InoculatedReported Injuries Reported Deathd| Risk Of Injury | Risk vs Benefit

Age Oto 4 1,469,245 359 1,370,163 99.98% 0.024%
Age 5to 17 6,855,155 768 6,393,770 99.99% 0.011%
Age 18 to 39 19,567,590 18,282 18,234,507 99.91% 0.093%

Age 40 to 49 7,283,817 28,854 6,765,543 99.60% 0.396%

Age 50 to 64 9,394,350 127,060 8,636,057 98.65% 1.353%

Total O to 64 44,570,157 175,323 41,400,040 99.61% 0.393% Total O to 64 193,228,410 599,666 3,488 0.310%

Age 65 to 74 3,406,297 159,811 3,017,607 95.31% 4.692%
Age 75+ 2,554,094 388,701 1,993,776 84.78% 15.219%
Total 65 & Over] 5,960,391 548,512 5,011,384 90.80% 9.203%
Total 50,530,548 723,835 46,411,424 98.57% 1.432%

Age <5
Age 5to 17
Age 18 to 39
Age 40 to 49
Age 50 to 64

Age 65 to 79
Age 80+

Unknown Age

Total

200,375
24,576,513
75,548,279
34,546,284
58,356,959

33,591,747
22,726,135
16,192,615

265,738,907

1,087
35,754
234,473
132,261
196,091

206,031
41,930
248,850

1,096,477

66
645
566

2,206

4,736
5,269
8,252

21,745

0.542%
0.145%
0.310%
0.383%
0.336%

0.366%
0.108%
0.088%
0.413%

22.2 Times Greater Risk
Than Benefit Age <5
13.0 Times Greater Risk
Than Benefit Age 12 to 1]
3.3 Times Greater Risk
Than Benefit Age 18 to 3¢
Almost Equivical Risk To
Benefit
4.0 Times Greater Benefij
Than Risk Age 50 to 64

12.8 Times Greater Benef
Than Risk Age 65 to 79
141.3 Times Greater Bene
Than Risk Age 80+
Number Inoclated No
Longer Reported

Data Source Cases, Fatalities, People Inoculated - NVSS Published By CDC - https://covid.cdc.gov/covid-data-tracker

Data Source Reported Injuries - VAERS By CDC - https://wonder.cdc.gov/ - Data Processed Through Aug 13th, 2021

1 - Data Published from Jan 1st, 2020 to Aug 22, 2021 (595 Days). Typically Data Collection Is Reset Every Jan 1st. That Has Not Happened For COVID Data

2 - Deaths May Include Some People Who Died Due To Experimental COVID Inoculation As Well As Some People Who Were Incorrectly Categorized As A COVID Death

3 - Recoveries Are Estimates Based Upon CDC Guidelines For 10 Days & Current Death & Current Hospitalization Data. Recoveries = Cases 10 Days Prior - Current Hospitalizations - Current Deaths
4 - Reported Injuries From VAERS Do Not Match Each COVID Data Tracker By Age Demographics. Age 65 to 74 Includes VAERS Data Age 65 to 79, Age 75+ Includes VAERS Data Age 80+.

5 - Reported Deaths To VAERS Does Not Include The More Than 1,505 Spontaneous Miscarriages Related To The Experimental COVID Inoculations As Of Aug 13, 2021.

6 - Children Under 12 Years of Age Are Not Authorized To Receive The Experimental Inoculations, but 195,577 Already Have According To the CDC. Inoculation Data Is Insufficient Currently To Gain A Complete Picture Of Risk.



Are The Experimental
Biologics Still In
Clinical Trial?
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