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Los contratos de los CDC y la FDA muestran que se
prepararon para cantidades masivas de eventos adversos
graves meses antes de que se implementaran las vacunas
Covid-109.
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Una solicitud de libertad de informacion de 142 paginas revela impactantes documentos
contractuales sobre eventos adversos de la vacuna Covid-19 entre los CDC, la FDA 'y
General Dynamics Information Technology con fecha del 27 de agosto de 2020, cuatro
meses ANTES de que se introdujeran las vacunas Covid-19 a la poblacion general.



https://thecanadianindependent-substack-com.translate.goog/p/cdc-and-fda-contracts-show-they-prepared?_x_tr_sl=de&_x_tr_tl=es&_x_tr_hl=es&_x_tr_pto=wapp
https://thecanadianindependent-substack-com.translate.goog/p/cdc-and-fda-contracts-show-they-prepared?_x_tr_sl=de&_x_tr_tl=es&_x_tr_hl=es&_x_tr_pto=wapp
https://thecanadianindependent.substack.com/
https://substack.com/@thecanadianindependent
https://drive.google.com/file/d/1mYCpM3bptmdmPTq84eF2IVtXzndPJWEh/view?usp=sharing
https://substackcdn.com/image/fetch/f_auto,q_auto:good,fl_progressive:steep/https%3A%2F%2Fsubstack-post-media.s3.amazonaws.com%2Fpublic%2Fimages%2Ffe051785-49ec-4437-a5ae-db0916f5837f_2048x2048.png
https://substack.com/profile/104280065-the-canadian-independent

PAGE OF PAGES

ORDER FOR SUPPLIES OR SERVICES

1 47
IMPORTANT: Mark all packages and papers with contract and/or order numbers.
1. DATE OF ORDER 2. CONTRACT NO. (if any) 6. SHIP TO
08/27/2020 47QTCK18D0003 a. NAME OF CONSIGNEE
3_ORDER NO. 'REFERENCE NO. CDC DISTRIBUTION CENTER (Warehouse)
750301 20F0562 2020-49658 b. STREET ADDRESS
I 3718 NORTH PEACHTREE RD.
Prevention (CDC)
ces (CAS)
¢ CITY d.STATE | e.ZIP CODE
CHRMBLEE GA 30341-2221
7. TO: f. SHIP VIA
a. NAME OF CONTRACTOR
GENERAL DYNAMICS TNFORMATION TECHNOLOGY, INC.
CUNS NUMBER: 067641597 8. TYPE OF ORDER
B COMBANY NAME a PURCHASE [7] b OELIVERY
ERENCE YOUR: "
= STREET ADDRESS Except lor billing instructions on the
. Pleass furnish the lollowing on the terms | reverse, this deltvery order s subject to
3150 FAIRVIEW PARK DR STE 100 and conditlons specified on both sides of | instustions contained on tnis side only
d oy e STATE T.ZiF CODE this order and on the attached sheet, f | of this form and is issued subject to the
- e any, including delivery as indicatad terms and conditions of the above-
FALLS CHURCH VA 22042-4504 numberad contract
9. ACCOUNTING AND APPROPRIATION DATA 10. REQUISITIONING OFFICE
See Section B HCVG1A
11. BUSINESS GLASSIFICATION (Check approgriale box(es))
a. SMALL D b. OTHER THAN SMALL 1= DISADVANTAGED ] d. WOMEN-CWNED
12.F.0.B. POINT 14, GOVERNMENT B/L NO 15. DELIVER TO F.0.B. POINT 16. DISCOUNT TERMS
Destination ON OR BEFORE (Date)
13, PLACE OF 08/26/2022 Net 30 Days
a. INSPECTION b. ACCEPTANCE

17. SCHEDULE (See reverse for Rejections)

N N QUANTITY UNIT QUANTITY
'TE?,’-:‘.NO' SUPPLIES (':bF: SERVICES ORDERED L‘h;I.T PRICE AM?{%}NT ACCEPTED
: k (©) (o) k. g
The Cent or Disease Contrcl and
Preventi C) and the US Food and Drug

administ (FDA) have a requirement
7 nd programmatic support
1e Vacecine Adverse Event

tem {(VAERS) SARS-CaV-2

3 task order will be placed

y Crockett, ywnlfede.gov,

netta Roberts, xctélecdo.gov,

: (D14} ]
| DK
18, SHIPPING POINT 19. GROSS SHIPPING WEIGKT 20, INVOICE NG
17(h) TOT.
21. MAIL INVOICE TC: [ (b)(4) ]|q (Cont.
SEEBILLING | a NAME pages)

Como se puede ver el contrato tiene fecha del 27 de agosto de 2020, las vacunas contra
el Covid-19 comenzaron a llegar a la poblacion a mediados de diciembre de 2020.

El contrato muestra que los CDC y la FDA estan buscando asistencia de General
Dynamics Information Technology para brindar apoyo relacionado con el Sistema de
notificacion de eventos adversos a las vacunas (VAERS) para las vacunas Covid-19.

Lo que resulta extremadamente alarmante es la seccion “descripcion del trabajo” del
contrato. Dice: “El contratista implementara un plan de operaciones y dotacion de
personal que se centre Unicamente en los informes de eventos adversos de las vacunas
(EVA) después de las vacunas contra el SARS-CoV-2. Se espera que el nimero total de
informes recibidos durante los periodos de maxima actividad (que no se espera que
reflejen una actividad sostenida) sea de 1.000 informes por dia, y hasta el 40% de los
informes son de naturaleza grave”.
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Current VAERS plans, p cols, procedures, I dard operating procedures (SOPs), software, some
hardware, ctc. may be provided by the Government for adoption/modification (i.c., the contractor would not have to
develop all entirely new products, but would have the option of rolling over/adopting/modifying existing ones).
Additionally, scanning reports for the image database, certain manual data entry tasks, and other processes clearly
related to paper reports shall only apply to paper reports (1.¢., electronic reports do not require scanning and manual
data entry, but may require redaction).

.
The contractor shall implement a mleg and operations plan focusing only on vaccine adverse event (VAE) reports
after SARS-CoV-2 vaccines. The total number of reports received during periods of peak activity (which are not

p d 10 reflect d activity) is expected to be 1,000 reports per day. with up to 40% of the reports serious
in nature.
TASK 1. ADMINISTRATIVE

STANDARDIZED METHODS FOR PROVIDING OPERATIONAL SUPPORT FOR THE VAERS PROGRAM.

A. The Contractor shall maintain Capability Maturity Model (CMM) Level 3 certification (or equivalent) or
higher throughout the performance period of the contract and shall provide the Government current
documentation of its CMM Level 3 (or equivalent) or higher certification.

B. The Contractor shall have staff available for prog , systemns and |

during normal business hours (8:30 AM Eastern to 5: 0‘) PM Pacific) to accommodate all four time zones

within the continental United States. The rationale for this requirement is that it is essential for VAERS to

be fully operational and for staff to be available to conduct systems maintenance and recovery during both
cast and west coast business hours and to also provide a reasonable level of service for the Hawaii-Aleutian
time zone, since VAERS is a national spontaneous surveillance system.

C. The Contractor shall maintain a disaster recovery site for data management, data storage and all other
VAERS data and IT functions that duplicates and replicates the primary prod site and provides
recovery of the production site within 24 hours (refer to Tn«l: 8 INFORMATIOV MANAGEMENT for
capability requirements). This site shall be at least 100 miles away from the primary production site. The
rationale for this requirement is that the disaster recovery site must be sufficiently distanced from the
immediate area of the primary production site, but realistically within a business day’s drive during an
emergency.

Entonces, en resumen, los CDC y la FDA prepararon un contrato 4 meses antes del

lanzamiento de la vacuna y esperaban 1.000 eventos adversos por dia (7.000 por
semana), el 40% de los cuales se estimaba que eran graves.

En marzo de 2021, aproximadamente tres meses y medio después de que se presentaran

al publico las vacunas Covid-19, los CDC y la FDA modificaron el contrato con
General Dynamics Information Technology. La enmienda buscaba 6 meses de

asistencia para hacer frente a un retraso de aproximadamente 115.000 informes de
eventos adversos.
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AMENDMENT OF SOLICITATION'MODIFICATION OF CONTRACT |~ 7 ek o
7 AMENDYENTMODIFICATION NG 3 EFFEGTIVE DATE 4 RECUSTIOWPUACHASE BEGC NG 5 PROVECT NO (1 appicanie)
GO003 0370172021 O0CGHCAJ1W-2021-53973 I
"% ISSUFD BY CODE | 2510 7 ADMINISTERED BY [ oMo fhan R ) COOE
Centers for Disease Control and Preveation ) 1an R. Awador, wlividécdc.gov, 770.488.2690

[{ata o8] i Sinetta Roberts, xclefcde.gov,
Cffice of Acquisition Services (OAS) 404.498.0669

2990 Woodcock Blwd, M5 TCU-4 CTR: [ [3E3) ]
Arlancza, GA 30341-4004 | 77 VN |

B NAME AND ADDRESS OF CONTRAGTOH (N0 Shoar, county. 5iate and ZIF Gooe, (7} | 37 ANERGMENT OF SOLIC TATION NO

GENERAL CYNAMICS INFORMATION TECHNOLOGY, INC.
3150 FAIRVIEW PARK DR STE 100

9B. DATED (See fem 11)
FALLS CHURCH, VA 22042-4504

10A. MODIFICATION D= CONTRACT/.ORDER KO

75030120F09621

108. DATED (See e 13
CODE  £67641597 | FacLITY copE 08/27/2020

11. THIS ITEM ONLY APPLIES TO AMENDMENTS OF SOLICITATIONS
[:]T.'sc above numberea solicitation s amended as set form 1 tem 14, The hour and dale specifica for receipt of Clers __ Is @aondea, s not extenced.
Oftars must acknowladga recolpt of this amandmmant prior ta the hour and data spectfiea In the soliciation or as amended, by ane of the following memods:
(2) By completing Items B and 15, and retuming copies of the v (o) By vedging receipt of this amandment on each copy ¢ the offer
submitted; o (c) By separate letter or telegram which includes a reference ¢ the s citarion and amendment numbers, FAILURE OF YOUR ACKNCWLEDGMENT
10 BE BECEWVED AT THE PLACE DESIGNATED FOR THE RECEIPT OF OFFEHS PRIOR 1O THE HOUR ANC DATE SPECIFIED MAY RESLLT
IN REJECTION OF YOUR OFFER. If by virtue of this amendment you desire to change an offer already submitted, such change may be made by te‘egram of le'ter,
proviced each telegram o letter makes reference to the solicitzlion and this amencmenrt. and is received pricr 16 the cpening hour and date specified.
12 ACCOUNTING AND AFPROPRIATION DATA (1¥ 16quited)
2330GLY 2512 2021 75-2124-(943 C58R111101 Increase[__ )@ ]

13. THIS ITEM APPLIES ONLY TO MODIFICATIONS OF CONTRACTS/ORDFRS,
IT MODIFIES THE CONTRACT/ORDER NO. AS DESCRIBEC IN ITEM 14.

‘T A THIS CRANGE ORDFR S ISSUFD PUASUANT TG (Spesfy avtsanty) THE CHANGES SET F IN ITER 14 ARE MADE IN THE CONTRACT ORDER NO IN
-1 TEM10A

THE ABOVE NUMBERED CONTRACT/ORDER IS MOD'FED TO REFLECT THE ADMIN'STHATIVE CHANGES (suc!; as changes &) paying ofice. apvapniadon dails,
@fc ) SET FORTH I (TEM 14, PURSUANT 70 THE AUT=ORITY OF FAR 43 103(b}

THIS SUPFLEMENTAL AGREEMEN™ 'S ENTERZD INTO PURSUANT TO AUTHOR TY OF

[3}

o

OTHER (Speclly iype of maoctiticanc:n and autoniy)

* FAR 43.103¢(2) (3} Reflect other agreements of the parties modifying the terms of contracts

E. IMPORTANT: Corlractor |_] s nof, s required 1o sign this document and refurn 1 copy (digital) to the issung office.
14 DE@FIPTU‘ OF AMENDMENTMODIFICATION (Orgarvoed by UCF section headings, mcluding sofctasoncontract subjsct mattsr where foasoie. )
The tollowing modifications are hereby made via 75030120FC%621 COTO3 and apply thereatter;
A, Update the SOW as highlighted below tc account for the VAERS SARS~-CoV=2 Bac g up Lo Februacy
28, 2021 {estimated at 115,000} and &-months 3‘ addlrzcna- support to clear
B. Add and Fully Fund CLIN_ 1001, VASRS SARSsOoW x1og P03481/2021 tc 08/

amount 4

UpdatEﬂmg.SDW as hlghllghted below to account for the VAERS SARS-CoV-2
Backlogup_td February 28, 2021 (estlm OOCP)_and_G_months of

2

021, in the

w1 B "' addmgna& support to clear it ‘
rain tarr 2% coe rsolt R e R e ILA A DOrEOI0 Y il a, raivans Lrohang ar 1 Rl tee and e'fect
“YSA NAME AND TITLE OF SGNER (Type or prial] ] VA NAME OF CONTRACTING OFFIGER i

Cuatro dias después, el contrato se modifica nuevamente solicitando a General
Dynamics Information Technology que ayude a lidiar con un minimo de 25 000
informes de eventos adversos por semana durante los proximos 6 meses.
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1. CONTRACT |0 CODE PAGE OF PAGES
AMENDMENT OF SOLICITATION/MODIFICATION OF CONTRACT T
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crond 03705 /2021 NCKCATIH-2021-53908

§ I35UFD AY covk [ 8210 7 ADMIN G TERED RY (¥ ofver ihan fiom 0] cooe |
Centers tor Disease Contzol and Prevention Points of Contact:
(cpcy CO; Nathan R, Amador, wivdede gov, 770,485 2690
O f ice of Acqui svicaez (0A3) COR Traei Sinetta Roberts, w¢ 404 498 0669
] rcu-a CIR | ()4 |

.‘u Imu 4, DA

4, NAME ANG ADDKESS QF CONTHAGTOK (No., sireel, counity, Stale and 2i Code)
CENERAL DYNAMICS INFCRMA N TECHENCLOCY, INC.
J150 FALRVIEW PARK DR 3 160

L\') HA AMENDMENT CF SOLICHTAT ON ND.

A0, DATED (SHaw Mevr: 11)
FALLS CHURCH, VA 22042-4504

104 MODIFICATION OF CONTRACTAUHDER NO

TH030120509621

=

10B. DATES (Sae itam 13)
CODE  G67641597 | Faciivy conr CR/27/2020
11, THIS ITEM ONLY APPLIES TO AMENDMENTS OF SOLICITATIONS
[_] The abova numbared solicitation & amendad as set foth in llem 14, Tha hour and dale specified for roceipt of Ofters _ Is exlenced, __ s nat extendod.
Oftars must acknowlodge recelp: cf this areadrent por to the heur and dane specticn n the solicitalion or as amenacd, by one of the tokwing methads:
{2} By compieling tems 8 and 15, and retuming cop e of the amexdment. (0) By acknowledging receipt of this amendmen: on gach copy of the offer
submitied; or () By separale lelter or lekegram which ixludes a rwleewe Lo the scliciaion and amendment nunibers. FALURE OF YOUR ACKNOWLEDGMENT
TO BE RECEIVED AT THE PLACE DESIGNATED FOR THE RECEIPT OF OFFERS PRIOR TO THE HOUR AND DATE SPECIFIED MAY RESULT
IN REJECT ON OF YOLIR OFFER. If by vitue ¢f this amendment you desirs 1o cnarge an offer already submitted. such changa may be made by telegram or letter,
provided eadh teegiam or leter makes ré‘erence to e sobcilalion and tis anmendinent, and is recaived o or 10 the opening hour and dace specilied
12. AGCCUNTING AND APPROPR ATION CATA (Jf séquived)
9380GLY 2512 2021 75-2124-0%43 (533111101 Increase I (b)(4)
13. THIS ITEM APPLIES ONLY TO MODIFICATIONS OF CONTRACTS/ORDERS,
IT MODIFIES THE CONTRACT/ORDER NO. AS DESCRIBED IN ITEM 14,

i [* TRIS GHANGE CHUFH IS ISSUED PURSUANT TO° (Specdly aumonty) THE CHANGES SET -ORTH IN TEM 14 AHE MAlN- N TH= CONTHACT ORDER NC IN
= MEMI0A

B. THE ABOVL NL¥BLRLD CONTRACT/OMCCTI 1S MCDIFICD TO ACPFLECT THE ADMINISTRATIVE CHANGES o) 48 changes i pspg ofifcs. soncysisian deme,
&1 ) SET FORTH IN (TEN 14, PURSUAN 1O THE AUTHORITY OF FAH 43.103(b}

C. THS SUPPLEMENTAL AGREEMENT I8 ENTERED INTO PURSUANT TO AUTHORITY OF:
. |D. OTHER ‘Spectly tape uf mochicanive s sutfxrily)
el FAR 43,103{2) (3} Reflect sthor agreoments of the parties moglifying the torms of cantracts
E. IMPORTANT: Conlraclor ‘_] 18 not, [3 is required 1o sign this cocurment and relurn 1 copy (digital) 1o the issuing office.

14, D=SCRIPTION OF AMENUNVEN MODIMLAIIUN {(Organyzed by UCF g6cton I'-am;w eNing ectatationcantract subysct malter wheva feasole, )
The 1ol lowing modifieat fons are hereby made via 75030120FC9621 00004 ans apply thetealler;
A, Update nr— SOW as highlighted below to account for the VAERS SARE-0oV=2 Thoreased Capavity,

mialmum » 000 rEs p-r waek for 6 mun‘m of sdditional support:
B, Add and u]ly rand CLINK 2001, VArRS SAR 2 inuseaund Capacity, Pob Q3/05/2021 to OA/Z31/2021,
L Lhe am |

Updatethe SOW as highlighted below to account for the VAERS SARS-CoV-2
Increased Capamty, minimum 25, 000 reports per week for 6 months of
i i addltlonal support

900, reraing urshangad and i full 3 eftoat
AT AEIAES

Otro contrato modificado varios meses después, el 24 de septiembre de 2021, entre los
CDC, la FDA y General Dynamics Information Technology muestra que los CDC vy la
FDA ahora estan pidiendo a la compafiia que procese un minimo de 13 000 informes de
eventos adversos adicionales por semana durante los proximos seis meses. .
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2. AMENDWENTMODIFICATION NO. 3 EFFECTIVE CATE
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104 MOOIF CATION OF CONTRACT/ORDER NO

75030120809%621

150 DATED (Sew om 13)
CODE__ (67641597 | racury coos 0B/27/202C

11. THIS ITEM ONLY APPLIES TO AMENDMENTS OF SOLICITATIONS
D'ho above numberod solichaton is amended 2s set o I lem 14. The hour and date spocifad for recopt of Offars. __ is exended, __ Is not extencod.
Oftars must acknowtedga rmeaipt of Ihes armanarmant pror 16 the hour and aate spectied 1 th solclation or as amencad, by one of e folowing metrods
{a) By completng lterns 8 and *5, and renuming copes of the ame~dmen’. (o) By acknowledging receipt of th's amaendmet on each copy o the offer
submitied; o7 () By separate etter of lelegram which Includes & releence i© he scictation and smendment nurbers, FAILURE OF YOUR ACKNCWLEDGMENT
TO BE RECE/VED AT THE PLACE DESIGNATED FOR THE RECEIPT OF OFFERS PRICR TO THE HOUR AND DATE SPECIFIED MAY RESULT
N REJECTION OF YOUR OFFER. If by virtue of ths amendment you desire 10 charge an offer alveady submied. such change may bo made by telegram or lettor.
proviced each telegram or lete makes reference 10 te solicitation and nis amencment. and is receved pior 1o the opening hour and date specified.
2. ACCOUNTHNG AND APSROPAATION DATA /i raqared)

13. THIS ITEM APPLIES ONLY TO MODIFICATIONS OF CONTRACTS/ORDERS,
I7 MODIFIES THE CONTRACT/ORDER NO. AS CESCRIBED IN ITEM 14,
o I_nis“ua-:wa CROER 'S ISSUED PUASUANT 10 /Specy auironty) THE CHANGES SET ~ORTH IN (TEW 14 ASE MADE IN 1FE CONTRAGT ORDER NO. IN
"

3 THE ABOVE NUMSERED CONTRACT/ORDER 'S MOD'FED TO REFLECT THE ADMIN STRATIVE CHANGES (such as changes 7 puying oMice. aporapriaton dete,
@k ) SET FORTH IN [TEM 14, PURSUANT TO THE AUT=ORITY OF FAR £3 1030
C. THS SUPFLEMENTAL AGREEMENT /S ENTERED INTO PURSUANT TC AUTHORTY OF

T OTHEN [Soecty 56 Of modiaicn and suhonty)
X | FAR 43.103(2) (3) Peflect other agreements of rhe parties modifying the terms of contracts.

E. IMPORTANT: Coniractor D s not, Is roquired 10 sign this cocument and return | copy 10 the issung office.

o OF AVENDNENT) TOrpanced by UCK 50000m Doy, A Sostton Contact Subpect el whiore [0esine |
he to ply therealter:
A rk on CLIN 2001, 2002, and
2003 to centinue pas
B. Incorparare full rex pazt-S20FAR 52 232 7) from

payment ripa:( At
o account for the VAERS
oz week (13,000 totel) for Octobe:
» and 2003 enc date trom 08/31/202

Alltant 2 master contract for cla
'. Updats the SOW as kighligh

RS-CoV-2 Increased Capacity,
01, 2021 to February 28, 2022;
e : .

02/28/2022; AND

Update the SOW as highlighted below to account for the VAERS SARS- CoV-2
Increased Capacity, minimum 13,000 extra reports per week (18,000 total)
for October 01,2021 to February 28, 2022

Modificaron el contrato nuevamente en febrero de 2022, solicitando a General
Dynamics Information Technology que continuara ayudando con un minimo de 13,000
informes de eventos adversos por semana durante otros seis meses.
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12. ACCOUNTING ANC APPRCPRIATION DATA /if reguired]
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—— 104,

B. THE ABOVE NUMBERED CONTRACT/ORDER 'S MOD'FIED TO REFLECT THE ADMINISTRATIVE CHANGES (such as changes it paying office. appropnation dete,
elc ) SET FORTH IN ITEM 14, PURSUANT TO THE AUTHORITY OF FAR 43 1030}

C. THIS SUPFLEMENTAL AGREEMENT IS ENTERED INTO PURSUANT TC AUTHORITY OF

O, OTHER (Spectly tyve of ModICNGe and authorty;

X FAR 43.103(2) (3) Refelect other agreements of the parties modifying the terms of contracts.

E. IMPORTANT: Contractor [:l s not, is required to sign this document and return 1 digilal copy to the issuing office,

14. DESCRIFTION OF AMENDVMENT/MODIFICATION (Crganwed by UCF secion hoadngs, mciuctng soicitatoncontrac! subyect maiter where feasible )

Sam Page 2 tor Dexariprion of Amendment/Modification.
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75D30120F09621 00006
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The following modifications are hereby made via 75D30120R09621 00006 and apply thereafter:

A. Recognize the Novation Agreement completed on May 27, 2021 between the Defense
Contract Management Agency (DCMA) and General Dynamics Information Technology
(GDIT), Inc., the successor-in-interest of CSRA, LL.C, the signed modification and
Novation Agreement between DCMA and GDIT is included as a relevant attachment;

B. Update the SOW standard certification requirement from “CMM Level 3" to “CMMI Level
3 or industry equivalent” throughout the task order;

C. Update the SOW as highlighted below to account for the VAERS SARS-Cov-2 Increased
Capacity, minimum 13,000 extra reports per week (18,000 total) for the period of
03/01/2022 to task order end-date of 08/26/2022;

D. Add and fully fund CLIN 3001 Increased Capacity, PoP 03/01/2022 to 08/26/2022, in the
emount of_— 65—

E. Add and fully fund CI.IN 3002 Increased Capacity ODCs, PoP 03/01/2022 to 08/26/2022,
in the amount of[_ox®__|

F. Add and fully fund CLIN 3003 CAF, PoP 03/01/2022 10 08/26/2022, in the amount of

G. Increase rotal contract value and funded amount by | (bX4) | from | (b)) | to

Except as provided herein, all terms and conditions of the document referenced in Item 9A or
10A, as heretofore changed, remains unchanged and in full force and effect.

No esté claro si se firmaron contratos nuevos o modificados entre los CDC, la FDA 'y
General Dynamics Information Technology mas alla de este ultimo contrato modificado
el 28 de febrero de 2022.

Ademas, descubri que los CDC y la FDA otorgaron a Eagle Health Analytics un
contrato separado con fecha del 8 de julio de 2021. Como parte de este contrato, estan
buscando ayuda con varias cosas, incluido el apoyo de funcionarios médicos y
epidemidlogos para el programa VAERS.
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En el contrato de la pagina 5, los CDC dicen: "VAERS ha tenido un aumento en la
notificacion de eventos adversos en comparacion con afios anteriores y con otras
vacunas".
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US- manufacturers of vaccines are mandated by 21 CFR Part 600.80 (Attachment 3) to submit
reports routinely on a periodic basis, as well as in an expedited manner for more serious events.
In addition, healthcare providers are encouraged to report all other clinically significant VAEs
following the administration of any US vaccine in all age groups. For all reports, the impetus for
reporting is not a presumed causal relationship between the vaccination and the event but may be
based simply on the occurrence of the event temporally following vaccination and the lack of
other ohvious causes.

From 2015 through 2019, VAERS received an annual average of 58,000 reports, of which
49.000 were US reports. Of the US reports, 5.3% were classified as serious (i.e., associated with
disability, hospitalization, prolongation of existing hospitalization, life-threatening illness,
congenital anomaly/birth defect, or death [21 CFR 600.80]). Since 1990 to 2019, VAERS has
received over 810,000 reports, most of which describe mild and self-limited adverse events such
as injection site reactions and fever. (VAERS government data archive January 29, 2021.)
VAERS helps to identify important new safety concerns and thereby can help inform vaccine
policymakers and healthcare providers. In addition, the data are valuable for regulatory actions
and vaccine research studies. The US Government considers post-licensure/authorization
surveillance for any licensed and new vaccines through VAERS to be a nationally critical
function, and the US Government considers the requirements of the VAERS activity to constitute
essential services for which any lapse in coverage of services would be unacceptable.

The current COVID-19 pandemic and COVID-19 vaccination program have created additional
requirements for VAERS. Specifically, as part of'a mass immunization program with a goal to
immunize every adult by May 2021, VAERS has had a surge in reporting of adverse events as
compared to previous years and to other vaccines. In addition, CDC reviews reports that are
coded as Adverse Events of Special Interest (AESI). These AESI include: acute myocardial
infarction, anaphylaxis, coagulopathy, death, Guillain-Barré Syndrome, Kawasaki Disease,
Multisystem Inflammatory Syndrome (in adults and in children), myopericarditis, narcolepsy,
pregnancy, seizure, stroke, transverse myelitis, Bell's palsy, and appendicitis. Additional
outcomes are added, as potential concerns following COVID-19 vaccination are identified.

Clinical Immunization Safety Assessments (CISA)

CISA Project is a national network of vaccine safety experts from CDC’s Immunization Safety
Office (ISO) and seven medical research centers. CISA conducts clinical research, assesses
complex adverse events following vaccination, and provides consultations to United States
healthcare providers and public health partners.

El Sistema de Notificacion de Eventos Adversos a las VVacunas ha recibido mas de 1,5
millones de informes de eventos adversos relacionados con las vacunas Covid-19 desde
diciembre de 2020 hasta marzo de 2023. Los informes incluyen poco menos de 35.000
muertes, casi 200.000 hospitalizaciones, més de 64.000 incapacidades permanentes y
mas de 1200 defectos de nacimiento.
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Covid-19 Vaccines ONLY

Centers for Disease Control and Prevention

CDC 24/7: Saving Lives, Protecting Pecple™

CDC WONDER FAQs Help ContactUs WONDER Search

The Vaccine Adverse Event Reporting System (VAERS) Results
Data current as of 03/17/2023

Request Form Results u Map U Chart [_l Report u About I

Dataset Documentation Other Data Access  Help for Results  Printing Tips  Help with Exports

l Quick Optionsl l More Options l

» These results are for 1,535,966 total events.

» VAERS data in CDC WONDER are updated every Friday. Hence, results for the same query can change from v

Event Category #

* Events Reported ¢ 3§

Emergency Room *

Death 34,815
Life Threatening 37,018
Permanent Disability 64,366
Congenital Anomaly / Birth Defect * 1,242
Hospitalized 134,395
Existing Hospitalization Prolonged 2,274
Emergency Room / Office Visit ** 127

147,541
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97 Historical Vaccines
1990 to 2023 (33 Years)
Excluding the Covid-19 Vaccines

CDC Centers for Disease Control and Prevention

@ CDC 24/7: Saving Lives, Protecting People™

DC WONDER FAQs Help ContactUs WONDER Search

The Vaccine Adverse Event Reporting System (VAERS) Results
Data current as of 03/17/2023

Request Form ‘ Results Map Chart \ Report | About |

Dataset Documentation Other Data Access Help for Results  Printing Tips  Help with Exports

‘ Quick Options | { More Options ‘

g
» VAERS data in CDC WONDER are updated every Friday. Hence, results for the same query can change from week to week.
» These results are for 728,261 total events.

Event Category § = Events Reported ¢ 4 Perc
Death 6,666
Life Threatening 13,175
Permanent Disability 16,265
Congenital Anomaly / Birth Defect * 161
Hospitalized 70,993
Existing Hospitalization Prolonged 3,890
Emergency Room / Office Visit ** 172,247
Emergency Room * 20,522
Office Visit * 52,075
None of the above 431,913

Los datos del VAERS muestran que las vacunas Covid-19 tienen informes de eventos
adversos extremadamente altos, incluidas hospitalizaciones, discapacidad permanente,
defectos de nacimiento y muerte, en comparacién con todas las demas vacunas
histéricas combinadas durante 33 afios.

Vale la pena sefialar que segun la EDA . “No recibe la mayoria de los informes de
eventos adversos que ocurren en los Estados Unidos. Las estimaciones sugieren que la
FDA recibe informes de alrededor del 1 al 10 por ciento de los eventos adversos que
ocurren”.
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WORLD OF DRUG SAFETY MODULE

AERS has just as many limitations:

* Underreporting; FDA does not get most reports of adverse events that occur in the United States.
Estimates suggest that FDA receives reports of about 1 to 10 percent of the adverse events that occur.

* Duplicate reporting. FDA can get the same report about the same event from the same person if they
send it to the company and FDA, if manufacturers submit follow-up reports as new reports, or if more
than one report is sent to the company or FDA by the patient, family member or healthcare providers.
There's a manual process to remove duplicate entries but it is time-consuming.

* Variable reporting quality. Some reports are very good; some are not. If reports don't have important
clinical information, then it is difficult to determine if the drug was related to the adverse event.

» Reporting biases. Some people report some things more than others.

* Spontaneous report numbers cannot be used to determine incidence of adverse events. Without the total
number of cases that occur in the United States, OSE cannot use the data to determine incidence rates
of adverse events -- how commonly the event occurs in the population.

» Difficult to attribute events with high background rate and long latency.

sson status: Incomplete (0% done) Topic: page 4 of 5 (Lesson: page 27 of 52)

LEARNER HELP RESOURCES EXIT MODULE
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