Case report

EventsSupposedlyAttributedtoVaccineor Immunizationofthe AstraZeneca

vaccine: a case study

Abstract

A case ofEventsSupposedlyAttributedtoVaccinationorimmunization (ESAVI)
duetotheapplicationofthe AstraZeneca vaccinewaspresentedonDecember 14th of 2021, with
14 daysfrombeginningtoresolution. Itwastreatedwith 2 administrationsofDexamethasoneof 8
mg, oneevery 24 hoursand Fexofenadine 120 mg 1 tabletevery 12 hoursfor 7 days,
statingbeingdischargedonTuesday 28th with vital. signswithin normal parameters,
althoughwhealswereslightly visible, theygraduallydisappeared.
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Introduction

Vaccinesare considered as oneofthemostimportantinventions in thehistoryofhumankind,
Theyrepresentthemost simple and profitableinterventiontoprotectagainstepidemics and
pandemics. Essentially, thebenefits are relatedwiththedecreaseofmortality and morbidity,

including, at thesame time, financialbenefitsbyavoidinghospitalization,
preventinglongtermdisability and maintainingtheeconomy. Nevertheless,
thedevelopmentof new vaccinesis a verycomplexprocess,

giventhattheyhavetoundergoextensivereview and approvalprocessesbynationalregulatory
agencies beforethey can be appliedtothepopulation. 1,2) A
vaccinebasicallytrainstheimmunesystemtorecognize and attackthe virus whenitisfound,
sinceitsfunctionistoprotectboththepersontowhomitisapplied and thecommunity. (3)

Severeacuterespiratorysyndrome  coronavirus 2 (SARS-CoV-2) appeared in a
momentofmaturityofthebasicscientificknowledge in  somefields, includinggenomics,

structuralbiology, antigeniccartography and reverse vaccinology. In thismanner, the global



scientificinvestigationwasableto be realized at a pandemicspeed and
thedevelopmentofvaccinesunderwent a changeofparadigm as well. (4)

Nowadays, as a worldscientificpriority, there are
multipleprojectsaroundtheworldbasedonthedevelopmentof a vaccineagainst COVID-19.
(5)Forexample, Mexico’svaccinesauthorizedon March 9th of 2021, whichinclude Oxford-
AstraZeneca, Pfizer-BioNtech, Sputnik V, CanSino and SinoVac. (2)

In thisarticlewe are goingto be specificallyreferringto AZD1222 vaccinefromthe
AstraZeneca  laboratory, whichis a recombinantvaccinethat has. a non-
replicatingchimpanzee adenovirus as a viral vector (ChAdOx1-S), whoseoverallefficiency
documented againstprimarysymptomatic COVID-19 wasof 66.7%.
AccordinglytotheWorldHealthOrganization (WHO); it can be
consideredthepossibilityofapplying a boosterdosebetween 4 and 6 months after thefirst
dosis, payingspecialattentiontotheriskgroupsestablished in the “WHO
roadmapforprioritysetting”. (6)

In participantswhoreceivedtwo standard doses, efficacywashigher in thosewith a
longerinterval (81.3% efficacy at >12 weeks) than in thosewith a shorterinterval (55.1%
efficacy at <6 weeks). (7) The real concern has been sideeffects.
Regardingthesecurityofthisvaccine, ~ there .~ are  analysis done bythe  Global
AdvisoryCommitteeonVaccine Safety, whichconsistsof a
groupofexpertswhoperformsvariousanStudiesand ~ well-foundedguidelinestothe ~ WHO
regardingthesafe use ofvaccines,
throughthereviewofreportspublishedbyhealthcareinstitutionsaboutsuspicioussecurityeventst
hatmay lead tointernationalconsequences.

Withintheseeffects, a veryrare adverse event has been
reportedfollowingtheadministrationofthisvaccine, known as
thrombosiswiththrombocytopeniasyndrome.  Thissyndromeconsists in  uncommon and
severebloodcoagulationalterationsassociatedtolowplateletcount,  situationthatimplies  a
seriousrisktopeople'shealth. Veryrarely, cases of Guillain-Barré
syndromeassociatedwiththeapplicationofthevaccinehave been reported, in whichits causal
association has notyet been determined. (6)



Regardingthe safety data in clinicalstudies, aninterimpooledanalysiswasperformedusing
trial data COV001 and COV003 (bothrealized in theUnitedKingdom), COV003 (realized in
Brazil) and COVO005 (realized in South Africa). The safety databaseincluded 23,745
participants. AZD1222  vaccinewaswelltolerated,  withthemajorityof  local and
systemicsideeffectsbeingmildtomoderate.  Ontheofficial page oftheMexican Federal
Government, themostcommoncomplicationsattributabletotheapplicationofthisvaccine are
indicated as: pain in theapplicationarea, pain in thearm, nausea, adynamia and shivers. (8)
Similarly, thepresenceofheadache, myalgia, arthralgia, fatigue, malaise,.  fever and
heatoritching in thepuncturearea has been documented. (9)

Sincemid-March of 2021, theEuropean Medicines Agency (EMA) has been
reportingtheanalysisof ~cases ofbloodclotsformation in  thebrain’sveins (cerebral
venoussinusthrombosis, CVST), theabdomen’sveins (splanchnicveinthrombosis) and in
arterieswiththrombocytopenia and sometimesbleeding, whichoccurred after vaccinationwith
AZD1222.

On April 7th the EMA pointedoutthatthePharmacovigilanceRisk AssessmentCommittee
(PRAC) concludedthattheunusualbloodclotswithlowplateletcount (thrombocytopenia) must
be included as veryrare adverse effectsfromAstraZeneca’s COVID-19 vaccine. (10)
Thedermatologyreactionspublishedto date are rareandincludeacute and chronic urticaria
withorwithoutanaphylaxis, 'the so-called “COVID arm” (a plaque oferythema at
theapplicationsiteappearstwotosevendays after inoculation), (11) it can Dbe
severeifthereactionoccurswithinthefirst 4 hours after itsapplication(12,13). 90%
ofwomendevelopit, 78% ofcaucasians, 21% occurred in thefirst dosis, 63% after
thesecondone and 16% in bothapplications. (12)

The case herepresentedhad a
progressiveevolutionwithanimpactonhealththatcausedconfusion as towhetheritwas a case of
COVID, orrather, the adverse complicationderivedfromthevaccinegiventhatthe test was
positive, butthisresult can be emittedduetothecirculationoftheattenuated virus.
Thiskindofcomplicationorreactionpresumablyattributabletotheapplicationofthisvaccine has
anincidenceof 1 every 1000 applications(13).

In eventslikethese, itisimportanttonotifythesuspected adverse reactionstothe medicine after
itsauthorization. Thisallows a continuousmonitoringofthedrug’srisk/benefit ratio. (14)



TheAdvisoryCommitteeonVaccines and ImmunizationStrategies (CAVEI) in 2021
recommendedthatfacinganincreasedriskofserious adverse events,
isimportanttoupdatethedecisiontoapply AstraZeneca
basedonthestrategymatrixofimmunizationrecommendedfacing ESAVI. (15)

Case presentation

This case studycorrespondstoan ESAVI, in this case of AstraZeneca. The case
wasmanifestedon a 61-year-old male, statingthat he hadreceivedthefirst and seconddoseof
Pfizer withoutanysymptoms. He receivedthe AstraZeneca vaccineonDecember. 14th of
2021 at midday, withinthefirst minutes theonlymanifestationwaspain in theapplicationarea,
anhourlater he presentedtremors in thefingers, mostoften in thethumbs, onWednesday 15th
threepapularlesionswereobservedaroundtheapplicationarea <. as =~ well "~ as  armpain;
duringthenight he presentedanxiety, temperatureof 37.5°C, intense shivering and bright red
whealsonthechest, abdomen and extremities. He
tookonedoseofibuprofenduringthenightofDecember 15th, thenextday he tookacetaminophen
500mg every 6 hours, onthe 17th
thewhealshadcoveredthewholebodywiththeexceptionofthegenitals and theface,
onthisdayexcessivesweatingwasadded as well as headache, drycough, shivers, adynamia,
intense pain in the lumbar region, anorexia and nausea, forthisreasonthepatientseek medical
attentionwith a privatephysicianwhoapplied 2 injectionsofdexamethasoneof 8 mg, oneevery
24 hours. He thenwentto a medical unitwhere he wasdiagnosedwith ESAVI, duringthe
medical revisionhisweightwas 73 kgs, hisheight 1.68m and hisbloodpressurewas 120/80
mmHgtreatedwithanunspecifieddrug, 7  dayslateritdecreasedto ~ 110/70  mmHg,
thepatienthadanadequatepulmonaryventilationwithoutbreathingdifficulty, no
lymphnodesweredetected and therestofthephysicalexaminationwas normal.
TheantihistamineFexofenadineof 120 mg wasadministratedfor 7 days, onetabletevery 12
hours. He  wasdischargedonTuesday = 28th  with  normal  vital  signs,
althoughthewhealswerestillslightly visible, theypersisteduntilJanuary 7th as well as
theparesthesias in thefingersoftheupperextremities and areasoftherightleg.

Discussion

Thepatientindicatesthat 15 daysbeforereceivingthe AstraZeneca vaccine, took a dropletof

coronavirus-nosodes (homeopathicpreparationfromthesecretionof a positive Coronavirus



patient). Duringthefirstdaysbeforethevaccinethepatientobserved red whealing;
proceededtoadminister30c Belladonna atropa 30c, 5 drops in water/3 times a day,
orallyduringeverymorning, afternoon and evening; thisapparentlydelayed more
severeallergic-typeorintoxication-typereactionsbecauseofthevaccine.

It has been confirmedthat AstraZeneca vaccineissafe and effectiveagainstsevere COVID-19
cases, whichincludehospitalizations and death. Nonetheless, in 2021 somecountriessuch as
Germany, France, Italy, Spain and othereuropeancountries suspended the use of Oxford-
AstraZeneca Covid-19 vaccine, besidesthe WHO requisitiontocontinueitsapplication.
Thedecisionwastakenduetotheharm and impactonthepopulation’shealth.

Itisimportantto determine
thebenefitobtainedagainstthepossiblerisksofadministeringthistypeofbiologicalsthathave
been helpfultodiminishthepresence and consequencesofthisinfectionthat has
challengedsociety in general.

Conclusions

COVID-19 vacaciones haveshownsystemicreactions similar tothoseof a mildormoderate
SARS-CoV-2 virus infection. More than 80% ofthevaccinatedpopulation can
experiencepain in theinoculationarea, regardlessofthevaccinereceived. In most cases,
thispainlastsfrom 24 to 72 hours,
withexceptionstothosecomplicationscausedduetotheinjectiontechnique (hematoma, neuritis
duetoirritationofthecircumflexnerve).

Itisclearthatthereisyet a  lottolearn and  discoverregardingthistopic.  Itis  true
thatthepresenceofprimarypreventionmeasuresurgedto stop
thepandemicbecauseoftheimpactonthepopulation and Healthcareinstitutions. Although,
thevelocity and  agilityonthevaccinefabricationprocesscausedthat  up  untiltoday,
thelongtermeffects are unknowntous; hopingthatthebenefits are
greaterthantheconsequencesthatmayyettooccurwithyears after itsapplication.
Theimportanceofthismatter, thatweshallnotforget, isconsideringthebenefitsofreceiving a
complete vaccinationschedule (includinganyofthe SARS-CoV-2 vaccine),

comparedtoanyimpicatedbiologicalriskagainstgettinginfectedbythis virus.
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