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Preface i 

 

 

Anyiinformationiisiincompleteiwhileinotifirst-

handiexpertiseiregardingiit.Whileitheihealthisectoriparticularlyienteringiintoirubiofitheiitemsiisiveryies

sentialiasiitsiissuesisquareimeasureicomplicatediandideepiunmoving.iToimanageitheiissuesiwithinithei

healthisectoriMBAistudentiofipharmaceuticalimanagementineeditoigraspitheifunctioningiofitheivariou

siorganizationsibeiitinon-

publiciforithisipurposeithesisiofithreeimonthiisischeduledipenneditoisecondiyear. i 

Foritheiaimiofithesis,iIiamigladithatiIigotiaichanceitoifigureibelowiSarjenisystemipvt.iLimitediasiIiassum

ed,iIimightigetitoigraspitheifunctioningiofiBusinessidevelopmentidepartmentithatiequippeditheipromot

ingiteamitheiwayitoitackleitheiricustomer. 

InitheiSarjeniSystemicompleteidissertationiwasigivenitoimeitoifindioutitheiMarketiofipharmacovigilan

ceisoftwareianditheinumberiofiPharmaiCompanyiusingisoftwareii.e.imovingitowardidigitaliADRirepo

rting. 
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Abstract 

 

Fromistudyistartiupitoitheistudyicloseiout,isoftwareiplaysianiimportantiroleiinitheiclinicaliresearch.iSof

twareiisihelpfuliinireducingitheiburdeniofiadministrationiandihighiworkloadibyiperformingiinformatio

niiniaisingleilocation.iIt;isupportsitheitrailsibyicollaborationibetweeniallitheiresearchiorganizations.iCo

mbinationiofitheseisoftwareigreatlyiincreasesitheispeediandiefficiencyiinimanaging,imaintain,iplannin

g,iperformingiandireportingiofitheistudyidata.iForiclinicalitrialimanagementicertainisoftware,ilike,iOp

eniClinica,‟Real-time-

CTMS,iwere,iusediforipatientimanagementiandirequirement,iinvestigatorimanagement,iregulatoryico

mplianceiatitheistudyisiteiandiCROisite.iWhereasiPharmacovigilanceisoftwareilikeiArgus,iArisiGloba

l,iPvEdgeiareitheidrugisafetyidataibaseiusediduringitheistudyialsoiusediforireportingiofiADRibyianiorga

nizationiorithroughitheidifferentisources.iTheiPvEdgeisoftwareiis 

ionidemandisoftwareithatiareihighlyirecommendedibyitheipharmaiasiwelliasiCRO.PvEdgeiisinowiincre

asingiitsivisibilityitowardsieducationaliinstituteialso.iPvEdgeihavingitheiadditionalimoduleiasipharma

covigilanceiAcademiaimoduleithatihelpsitheipharmaiprofessionalsitoiunderstanditheiworkflowiofithei

software.iThus,iasipharmaceuticalsiisimovingifastitowarditheidigitaliplatform.iTheiresultiobtainedifro

mithisireportiisihelpfuliandiinformativeitoiunderstanditheisoftwareimediaiinipharmaiworld. i 

 

 

 

 

 

 

 

 

 

 

 

 

 



 

Introduction i 

PV i(Pharmacovigilance)isitheitechnologicaliknow-

howiofiamassing,itracking,istudying,iassessing,iandievaluatingirecords.iTheihealthcareivendorsiandip

atientsiatitheiharmfuliresultsiofimedicinalidrugs,ibiologicaliproducts,ibloodiproducts,iherbals,ivaccine

s,iclinicaligadgets,iconventionaliandicomplementaryimedicinesirecorditheiADRitoitheipharmaicompa

nyitheniitimustibeireporteditoitheiregulatory iframe.iMaximizingidrugisafetyiandiretainingipubliciself-

assuranceihasiemergeiasiailargeiventureiincreasinglyimoreicomplex.iPharmaceuticaliandibiotechnolo

gyiorganizationsishouldinotimostieffectiveiscreen,ibutiadditionallyiproactivelyiestimateiandimanipul

ateidrugithreatiwhileiaiproduct‟silifecycle,ifromiimprovementitoisubmit-

marketplace.iPharmacovigilanceiisispeciallyiinvolvediwithiADRs,iwhichicanibeidrugiresponsesiwhic

himightibeinoxiousiandiunintended,iandiwhichioccuriatidosesinormallyiusediforitheiprophylaxis,idiag

nosisioriremedyiofidisease,ioriforitheimodificationiofiphysiologicalifeature.iContinuousitrackingiofidr

ugiconsequences,isideiresults,icontraindications,iandioutrightiharmfulioutcomesicouldiresultiinianiex

cessiveidegreeiofimorbidity,iandiinisomeiinstances,ievenimortalityiisiimportantitoiexploitiadvantagesi

andireduceirisks.iNoidiplomaioficareiandiwarningiatitheipre-

medicaliandiscientificitestingilevelsicaniassureiabsoluteisafety,iwhileiaidrugiisiadvertisediandiprescrib

editoimassiveipopulationsithroughoutitheiU.iS.iA.iAndioutiofidoors.iBecauseimedicalitrialsicontaininu

merousiheapsiofisufferersiatimaximum,ilessinotiunusualisideiresultsiandiADRsiareiofteniunknown 

ionitheitimeiaidrugientersitheimarket.iPostiadvertisingiPViusesitoolsiinclusiveiofifactsiminingiandiresea

rchioficaseireviewsitoibecomeiawareiofitheirelationshipsiamongitabletsiandiADRs.iTheidrugiregulator

yicompaniesihaveitheidutyiofigettingiaiwell-

hookediupiPharmacovigilanceisystemitoirevealiADRsithroughoutitheidrugidevelopmentiphaseiandilat

erithroughoutitheilifeiofiaimarketedidrug.iAicomplexiandivitalirelationshipiexistsibetweeniextensiveira

ngesiofipartnersiinitheipracticeiofidrugiprotectionimonitoringiwhichiincludesiauthorities,iindustry,ifitn

essicareicenters,ihospitals,iacademia,iscientificiandipharmaceuticaliinstitutions,ipoisonsirecordsicent

ers,ihealthispecialists,ipatients,iclients,iandimedia.iSustainedicollaborationiandicommitmentiareicritic

aliififutureidemandingisituationsiiniPharmacovigilanceiareitoibeimetithatiallowsiyouitoibroadeniandifl

ourish.iSinceionlyiaifewinewidrugsihadibeenidiscoverediiniIndiaiandihardlyieverianyinewidrugibecamei

launchediforitheifirstitimeiiniIndiaiwithinitheipast,ithereihasibeeninoimajoricompulsionitoihaveiairobusti

PharmacovigilanceideviceitoidiscoveriADRsiofiadvertisedimerchandise.iTheireveliinifromitheimarket

siwhereitheidrugiturnediintoiiniuseiforinumerousiyearsibeforeiitsiintroductioniiniIndia,ichangediintoius

edibyitheiorganizationsianditheiregulatoryigroupsitoiassessitheiprotectioniparametersianditakeicorrecti

veimovements,isuchiasitheiwithdrawalioribanningiofitheidrugiiniquestion.iTheievolutioniofiaibrand-

newipatentiregimeiwithinitheiIndianipharmaceuticaliandibiotechnologyiindustriesiasiaiTrade-

RelatediIntellectualiPropertyiRightsiand iServices 

i(TRIPS)imakesiitiincumbentiuponiIndiaitoinoticopyipatentedimerchandiseiandimarketplaceithemiwit

houtiailicenseifromitheiinnovatoribusinessienterprise. 

 

 

 



Objective ii 

Toiidentifyitheiroleiandiuseiofipharmacovigilanceisoftwareibyipharmaceuticalicompany. 

ResearchiMethodology 

Modeiofidataicollection: 

 StudyiType i–DescriptiveiStudy. i 

 Typeiofidata i–iPrimaryiandiSecondaryidata. 

 Technique i–iOnlineisurveyioficompanyiusingitheipharmaisoftware. 

 Dataicollection-

iSecondaryidataiisicollectedithroughicompanyiandiprimaryidataicollectedithroughitheicallingis

urveyitechnique. i i 

 Sampleisize i–iIndianicompany i500. 

 StudyiTimeline i–iThreeimonth i(Feb2020-May2020). 

 DataiAnalysisitool i–iMSiExcel 

LiteratureiReview i 

 AniopenisearchiforirelevantiarticlesiwasiundertakeniiniMEDLINE 

i(theiPubMedidatabase)iand ninety googleisearchiusingikeyiwordsilike 

i“pharmacovigilance”,i“spontaneousireporting”,i“ADR 

ireporting”,92“adverseidrugireactionireporting”,i“underireportingiofiADRs”,i“spontaneousiA

DRireporting 

isystem”93andi“India”;iwithitheiricorrespondingiMeSHitermsiifiany,ijoinedibyiORioriANDiop

erators 

iwhere94applicable.Theiarticlesiobtainedifromitheireferenceilistiofitheipreliminaryisearchiwer

eiuseditofurtherigatherirelevantiarticlesiusingiwhatiisireferreditoiasitheisnowiballitechnique.iNo

isearchifilters 

iwere96usedibutitheiarticlesiwereilimiteditoitheionesipublishediiniEnglishiLanguage.iThemesi

emerging 

ifrom97theiliteratureisearchiforibothiobstaclesiasiwelliasipossibleisolutionsiwereicharacterized

iintoidistinct nighty eight 

categories.iWeididinotiuseianyipredeterminedicategoriesiforianalysisiandiallowediincorporati

on 

iof99relevantithemesiandiissuesiemergingifromitheisearchitoiprovideiaimoreicomprehensive 

iunderstanding100ofitheicontextiandiprocessesilinkeditoitheiproblem. 

 The articlesipublishedifrom i2003ito 

i2011wasiincludediwithitheisubjectiofitheiestablishmentiofiacceptingiADRireportsisubmittedi

byipatientsidirectlyitoiNCAs.iArticlesipublishedipriorito 

i2003iwereinotiincluded,ibecauseiatithatitimeianyiofitheiEuropeanicountriesiactivelyisupported

itheicollectioniofiADRisubmittedibyipatients.iToimeetitheiinclusionicriteria,itheiarticlesihaditoi

beiprospectiveioriretrospectiveistudies,iwhichiinvestigatediADRireportsisubmittedibyiHPsian

dipatientsitoiNCAsiestablishediinitheiEuropeaniMSs.iDetectediarticlesishouldicompareioneiofi



theifollowingicriteria:ireporteriageiandigender,imostifrequentlyireportediADRsiand/oridrugs,i

anditheiseriousnessiofitheiADRs. 

 The articlesibased 

ionitheianalysisiofireportsifromiPVPIioripatientsiwereiexcluded,itoiachieveitheimostiuniformid

ataidedicateditoitheicomparisoniofireportsifromibothisources.iReviewsiorimeta-

analysesiwereinotiincluded,iasitheimainiobjectiveiisitoiprovideianioverviewiofitheistudiesiconc

ernediwithitheidirecticomparisoniofiADRireportsifromiHealthcareiprofessionalsiandipatients. 

DataiAnalysisiandiInterpretation: 

Analysisiandiinterpretationiofidataihasibeenicarriedioutitoideduceitheiconclusioniwithitheiaidiofiappro

priateistatisticalitools. 

ClinicaliTrialsiiniIndia: i 

GlobalipharmaceuticalicorporationsihasidiscoverediIndiaitoibeiaipreferredivacationispotiforiclinicalitr

ialsidueitoitheifactiIndia'siscientificiresearchiareaiandiopportunities. 

AsiconsistentiwithiailatestidocumentifromitheiFederationiofiIndianiChambersiofI 

CommerceiandiIndustry 

i(FICCI),iclinicalivisibility,iscientificvisualisationn,iscientificitrialireveliin,irules,icommercialisationia

bility, i ipriceicompetitiveiareiainumberiofitheirisingidriversichargeableiforitheicomplete change 

iofiIndianimedicaliresearchiinprpevious year.iIndian-bornisettlementistudiesicompanies i(CROs)ihadia 

ability toiprovideiaiblessingsiofiknow-howitheiIndianihave a 

ibettersituation,iofferiservicesiatimoreicompetitiveicharges,iandihavingiaihigheriknowledgeiofiInvesti

gatorisitesiwithinitheiusiofiaiinicomparisonitoitheimoreimodernientrantsiinitheimarketplace.iIndia‟sifav

orableiregulatoryiframeworkiandipoliciesiwiththe 

iinternationalirequirements,iincreasingifocusiofitopimedicaliexerciseipointers,iandiitsiimplementationi

viaicliniciansiareisomeiofitheiprimaryimotivesipropellingitheiincreaseiofimedicalistudiesiiniIndia.iThei

therapeuticiarea-

sensibleidistributioniofimedicalitrialsianditheiavailabilityiofivariousiaffectedipersonipopulationithrou

ghoutipredominantitherapeuticarea iIndia. 

AgenciesiinvolvesiforiclinicaliResearchiRegulationiiniIndia 



 

 

 

FDA:iFoodiandidrugiAdministration. 

EMEA:iEuropeaniMedicinesiAgency. 

MHLW:iMinistryiofihealth,iLaboriandiwelfareiJAPAN. 

CDSCO:iCentraliDrugiStandard iControliOrganization. 

AUTHORITIESiOFiNCCiPvPI i 

 

FDA

EMEA

MHLW

CDSCO



 

 

 i iiiiiiiiiiiiiiiiiiiiiiFig: i-iCoordinationiofivariousiauthoritiesiofiNCCiPvPI 

 

 

 

Importanceiofipharmacovigilance i 

• Thalidomideitragedy i(1961-sixty-two):itheibestiofieverydrugsidisaster. 

 ThalidomideihasiwasiintroducediasiaisecureiandipowerfuliHypnoticiandI 

Antiemetic.iItihastilyicomesitoibeipopulariforitheiremedyiofinauseaiandivomitingiiniearlyipreg

nancy. 

 Through this the drugsiproveditoibeianieffectiveihuman affective antigen i 

ithatibroughtiaboutitheifundamentalideliveryidefectsiiniestimated i10,000ikids. 

 Phocomeliaichangediintoicharacteristicicapabilities. i 

•  The Sulfanilamideitragedy: i 



 Elixirisulfanilamideiwasianiimproperlyipreparedisulfanilamideimedicinalidrugithatip

IPC

NCC iPvPI

NHP

MoF
HW

AMC

UMC
AEFI

&

ITSU

WHO

CDS
CO

NIB



urposeimassipoisoningiinitheiUnitediStatesiin 

i1937.iItimotivesitheidyingiofimoreithaniaihundredihumanibeings. 

• Theithalidomideicatastropheiled,tto be harful in Europe  

• Theseitechniqueifound and require ithatiainewidrugiplanishouldibeicertifiediviaiwell-

reputatediregulatoryiauthoritiesiearlierithanibroughtiiniscientificiuses.i 

PharmaicompanyireportiallitheiADRiinitheiridataibase. 

iSystemiofiadverseidrugireactionireporting. 

Things to be Report –

iPvPIiencouragesiallivarietiesiofisuspectesiADRsireportingiwhetheritheyimayibeiUnknown,iSeriousior

iNon-

seriousirareinoimatterianiestablishedicausalidatingibetweenidrugianditheireaction.iADRsirelatediwithit

heiuseiofiallopathyidrugs,ivaccines,iconventionalidrugitreatments,iclinicalidevices,icontrastimedia,ian

d isoiforth.iAllithisiwillibeireported. 

• AnyiLife-threateningioccasionsiorideath. 

• Patientiatiairiskiofihospitalization i 

• Congenitalianomaly 

• Medicallyiconsiderableioccasioni(Ifitheioccasioniisitakeniintoiconsiderationiextremeiwith i 

iiiiiiiiiiiiiitheiaidiofidoctor) i 

• Lackiofiefficacyilinkediwithitheiuseiofiaimedicalideviceioridrugiproduct 

At what time to Report - i 

 Allisuddencasesihaveitoibeisuggestediwithinitenidays. i 

 AlliexistingiADRioughtitoibeistatediasisooniasiviableidueitoitheifactiover-

reportingiisiusuallyibetterithaniunder-reporting. 

 The deathieventineeditoibeipronouncediasiearlyiasipossible,iwhileevery 

otherisevereiADR/eventineedsitoireportiinsideisevenidaysionly. 

 Allinon-criticalicasesishouldibeisuggestediwithinithirtyidays. 

Person that icanireport-The 

individualsiworkingiinihealthcareiteamiareitheassingsourceiofiinformationiiniPV. i 

 Medical Professional. 

 Pharmacists... 

 Dentist. 

 MidwivesiAlongiwithiHCPsipatient,ipatient‟sirelatives,I the 

witnessiorianyicommonipersoniafterimedicaliconfirmationican alsoireport. 



Regulatoryitoireport-

iAllihealthcareiandipatient/consumersicanireportiADRsitoiAuthorizediregulatoryibodies.iForiIndiaiC

DSCO. 

Following are the services that enhancingPViActivityiiniIndia 

The 

helplinefacilityassistanceiofiADRireportingiconsideringiusingitelecommunicationiandispeakitoiconn

ectiiniIndia,iPvPI-NCCireleasediaihelpline number iniwideivariety i(ioneihundredieighty i3024) 

ionieleveniOctober 

i2014ithatienablesitoiincreasesitheiparticipationiofitheipatients,istakeholdersiandipublicsiiniADRirepor

ting.iThaticreatedicognizanceiandisteppediforwardifactsicollectedifromiallicomponentsiofitheiunitedist

atesiofiAmerica,iwhichiwasiveryitoughiformerly.iAfterireceivingitheiADRirecordsianacknowledgmen

tandmessageiuseitoidropitoitheisender.iThisimessagingifacility mayicreatesiaihigh-

qualityieffectiandibuildsiself-

assuranceiinipubliciwhichiensuresihonestianditimelyireportingiofiADRiforireinforcingidrugisafety. 

 The Androidimobileiapplication is also thereiforiADRireporting:Majorly 

iinidevelopinginationsibecauseiofitheilossiofisimpleiavailabilityiandismooth-

floatingiproceduresieffectsiinibelow-reportingiofiADRiwhichiisianiextremeisubject.As we know 

IndiaiisidevelopingiatiaiquickerichargeiinitheiITizoneithatisianiexcellentiopportunityitoimakeiuseiofipu

blicihealth.iIndiaihas i1.33ibillionipopulationsioutiofiwhichiapproximately iseventy-

seven.58%iofipeopleiareiusingimobileitelephonesiandigettingirecords 

ioniaisingleiclick.iConsideringitheilargeiinterneticonnectivity,iitibecameigreaterisuitableitoiintroduceit

heiideaiofireportingiandiverbaliexchangeiofiADRiwithiPvPI,istakeholders,iandipopulationiviaismartph

ones.iForismoothiandiquickerireportingiofiADR,iNCCiPvPIihadidevelopediaicelliappiiniassociationiwi

thiNetajiiSubhashiChandraiBoseiMedicaliCollege,iJabalpur, ion i22iMay 

i2015.iThisiapproachibecomesiailotiinspiringitoiseveraliClinicaliResearchiOrganizationsiorigroupsitoic

reateiandiveryiowniconsumer-pleasantiADRireportingiappiandiwebisites. 

ResponseiformiforiHCPs:iAicommentsishapeifromitheiHCPsiisigatherediatitheiPvPIitoimakeisureithei

easyijoggingiofiPViactivities.iHCPsimayiwriteitheiriviews,iissues,ianditipsitoitheiPViauthorityibyiusing

ifillingiaiprescribedishape possibilityiatitheilegitiinternetisite. 

Responseiformiforiconsumer:iSomeinon-publicicompaniesihaveitheishapeiofitheicomment 

ionitheirilegitiwebsitesiforicustomers.iConsumersicaniationceidocumentiADR,iguidelines,iandisomeiot

heriproblemsiassociatediwithitheiproductiviaifillingitheishapeiofiairespectiveiremark,ithroughiemail,io

riputiup. 

Drug Safetyidataireportingiof i imarketediproduct: iiPeriodiciprotectioniupdateireviews purveying 

iisiaiprovisionitoitestitheisafetyiofiadvertisediproducts.iIniIndia,iit'similesicompulsoryiforiMarketingiA

uthorizationiHolders i(MAHs)itoisubmitiPSURitoiCDSCOitwoitimesiaiyeariforitwo i 

iyears.IniDecember i2015itheirepresentativesifromiMAHs,iCDSCO,iandiNCC-PvPI.Thesee 

authorityiparticipatediinianiinteractiveisession 

ioniReviewiofiPSURs/PostiMarketingiSurveillanceirecordsiandiPViPlanningiofiMarketediProductsihe

ldiatiNewiDelhi.iTheiaimiofithisiassemblyiturnediintoitoibeautifyitheiparticipationiofiMAHsiiniPPI. 



ADRireportingiformiinimultiilanguages:InIndiaimulti-linguisticimassesioflanguages 

isspokeniiniIndia.iDueitoithisireason,iflexibilityiinitheilanguageiisineededitoieaseitheimethodiofiADRir

eporting.iTheifinalipurposeiofitheiPVigadgetiisitoimakeisureitheisafetyiofimedicineisomeiofitheipopulat

ion.iByiconsideringipopulationiboomiandirange,ipatientsioritheimajorityicanipostiADRsispontaneousl

yibyiwayiofifillingitheiidealishapeitoibeihadiofitheirihandyilanguage.iThisivernacularilanguageifacilityi

becameistartediout ion i1iAug. i2014,iatiNCC-

PvPI.iTheiaffectedipersoniorihis/hericonsultant/familyiisipromoteditoifillitheiformi(MedicinesiSideiEf

fectiReportingiformiforiConsumers”ii.e.iblueiform)ioriE-mailiat 

ipvpi.Compat@gmail.Com.iThisiformiisitoibeihadiiniHindi,iMarathi,iBengali,iKannada,iAssamese,iO

diya,iTelugu,iTamil,iMalayalamiandiGujaratiilanguagesiandimayibeidownloadedifromitheilegitiwebsi

teiofiIPCiwww. Ipc.GovIn 

Educationalicoursesianditrainingiprogram 

ioniPV:iForitheienhancementiofitheiPVihobby,irightischooling,iandischoolingirelateditoiPVipastimeidu

ringitheiunitedistatesiisivital.iToifulfillitheseicriteriaitheiNCCihasirecognizedinineiclinicaliinstitutesitha

timayiofferiPVitrainingithat'silocatediatitheinearbyidegreeiparticularlyiinimostiimportanticitiesilikeiMu

mbai,iMysore,iChandigarh,iKolkata,iBhopal,iAhmedabad,iRishikesh,iHyderabad.iIniaddition,iaifewiI

ndianiuniversitiesihaveiadoptediPViasiaiB.iPharmacyisituationiforiyouitoiboostitheiPViexpertise,icreat

eiconsciousness,iandiconstructinewipersonnelitoibeautifyidrugisafety. 

Thecollaborationsof Pharma 

withiCDSCO:iPvPIiisiworkingicloselyiwithiCDSCOizonaliofficesiandiotherihealthiauthorityiofiIndia.i

ItitakesiopinioniofiNCCibeforeimakingiregulatoryidecisions.iTheiNCCiinicollaborationiwithiotherinati

onaliandiinternationaliorganizationsipromotesisafetyiofimedicines. 

CollaborationiwithiWHO-UppsalaiMonitoringiCentre i(UMC)iandiotherihealthiauthorities: 

iUpsala iprovidesitechnicalisupportitoigreaterithan i130icountriesiinitheiworld.The 

finaligoaliofiPvPIiisitoidevelopiexcellentiPVicenteriiniIndia.This is 

toifinditheiglobaliscenarioiandibuildingiofigoodiPVisystemiiniIndia,iPvPI-NCC is working 

iniassociationiwithitheiWHO-UMCibasediiniSweden. 

iPvPI-NCCiworkiiniassociationiwithifollowingiauthorities:iDrugiControlleriGeneraliofiIndia 

i(DCGI),iCDSCO,iDepartmentiofiBiotechnology i(DBT),iMinistryiofiEnvironmentiandiForests 

i(MOEF),iIndianiCounciliofiMedicaliResearch i(ICMR),iCentraliBureauiofiNarcotics 

i(CBN),iMinistryiofiHealthiandiFamilyiWelfare 

i(MHoFW),iNationaliPharmacovigilanceiAdvisoryiCommittee i(NPAC),iAEFI 

i(AniAdverseiEventiFollowingiImmunization),iImmunizationiTechnicaliSupportiUnit i(ITSU) 

 

 

PVisoftware i 

Theimarketiforipharmacovigilanceisoftwareiin 

i2020iandibeyondiisioneithatiisiattemptingitoicatchiupitoiotheriverticalsithatihaveilongibeenidisruptedib



yithei“deathiofisoftware”.iTheibarriersithatiwereiiniplaceisuchiasiregulationsiwithiaimovingitarget,idru

gisafety‟siroleiasiaicosticenterionly,ianditheidifficultyiofiaccessingidataiareibreakingidown.iTheiresultii

sithatithereiareinowichoicesiinitheipharmacovigilanceisoftwareimarketithatiweren‟tiavailableijustiaife

wiyearsiagoiwithipotentialiclientsithatiareimoreiwillingithanieveritoilookipastitheisystemsiofirecordiandi

focusiresources 

ionibuildingiaisystemiofiintelligenceithatiwillidriveipharmacovigilanceiworkflowiforiyearsitoicome. i 

Vendorsifocused 

ionidataiandianalyticsicanishiftitheiparadigmiofipharmacovigilanceisoftwareiandiallowitheiscienceiofip

harmacovigilanceitoiadvanceiatiairapidipace.iInnovationiwillicomeiwithiendiusersiempowereditoitakei

advantageiofidisparateidataisourcesithroughiaimoderniuseriexperience.iNewisignalidetectionialgorith

msiandinew,imoreiefficientiworkflowibuilt 

ionitheicloudiandiinfinitelyiscalable,iwilliallowidrugisafetyidepartmentsitoiprovideiactionableicontribu

tionsitoialliareasiofianiorganization. 

EvolutioniofiPVisoftware i 

Theiconceptiofitheievolutioniofisoftwareifromiai“systemiofirecord”,itoiai“systemiofiengagement”,itoiai

“systemiofiintelligence”,iisiimportantiandihasifarireachingiimplicationsiforipharmacovigilanceisoftw

are. 

Aisystemiofiengagementievolvesibeyondihandlingicaseiprocessingiandistorageitoiprovidingitheicapab

ilityiforiend-usersitoiengageiwithithoseidataiandiengageiwithiotheriend-

usersiaroundithoseidata.iSignalimanagementisoftwareiallowsiforiaggregateisignalidetectionianditheiab

ilityiforiusersitoitakeithoseidataiandiorganizeithemiasitheyideemiappropriate.iSystemsiofiengagementic

reateiefficienciesithatileaditoicostireductions. 

Aisystemiofiengagementievolvesibeyondihandlingicaseiprocessingiandistorageitoiprovidingitheicapab

ilityiforiend-usersitoiengageiwithithoseidataiandiengageiwithiotheriend-

usersiaroundithoseidata.iSignalimanagementisoftwareiallowsiforiaggregateisignalidetectionianditheiab

ilityiforiusersitoitakeithoseidataiandiorganizeithemiasitheyideemiappropriate.iSystemsiofiengagementic

reateiefficienciesithatileaditoicostireductions. 

Aisystemiofiintelligenceiconnectsiwithiotherisystemsiandidataisourcesitoiproduceiactionableiintellige

nce.iThisinotionlyicreatesiefficiency,ibutialsoirevenueipotential.iTheiconceptiofiPVigeneratingirevenu

eimayiseemiforeignibuticanioccuriwhenitheifunctioniservesinotionlyiitsiregulatoryipurpose,ibuticontrib

utesitoicommercialidecisions.iPViAnalyticsiareiaisystemiofiintelligenceiwhereiendiusersitakeiadvanta

geiofidisparateidataisourcesithroughiaimoderniuseriexperience. 

Licensedidataiareithoseidataiassetsithatianiorganizationilicensesifromidifferentivendors.iExamplesiofit

heseidataiincludeimulti-

payericlaims,iEHR,iandisocialilistening.iTheseisourcesivaryiwidelyiinistructureiandiuseicaseiandicanio

ftenisitiinidifferentiareasiofitheiorganization. 

Alliofitheseidataihaveidifferentistructures,idifferentiontologiesiandidifferentidataidictionaries.iTheseid

ifferencesimakeiformingilinkagesiandirelationshipsiwithinitheidataidifficultiwithoutianiextensiveidatai



scienceieffortiandianiintimateiknowledgeiofialliofitheidata.iEveniforithoseicompaniesithaticouldidedica

teitheibudgetiandiresourcesitoithisiproblem,ithoseidataiwouldiremainipowerlessiwithoutianiequallyilar

geieffortiinidevelopingianiactionableiuser-interface. 

Modernipharmacovigilanceidepartmentsiareidemandingiseamlessiconnectionsibetweenialliofitheiridi

sparateidataicorrallediininextigeneration,icommercialioff-the-

shelfiplatformsiwithianieasyitoiuseifrontiend.iAndimostiimportantly,itheyirequireitheianalysesiofithesei

drugisafetyidataitoibeiagileiandiflexible,iwhileistillimaintainingianalyticalirigor. 

Fortunately,ioff-the-

shelfinextigenerationitechnologyiisinowiavailableiforipharmacovigilanceidepartments.iScalable,iflexible,i

andiagileiplatformisolutionsicanimakeikeyiprocessesilikeisignalidetection,ivalidationiandimanagementiacc

essibleiandiequallyiscalableitoipharmacovigilanceidepartmentsiandiservicesivendorsiofiallisizes. 

Manyilegacyisoftwareiprovidersiareitryingitoicombatithisiproblemibyiaddingidataiandianalyticsisuites 

ionitopiofitraditionaliworkflowitools.iThisiisiaiclassicisquare-peg-in-a-round-holeisolution i-iaiband-

aideiapproachithatihasibeeniinsufficientiandifailsitoiaddressitheicoreiissueiofiexpandedisafetyiscienceit

asksiandiresponsibilities. 

Thisidevelopmentiisn'tisurprising.iTraditionalisoftwareiprovidersihaveiproductsithatirequireimonths-

longiimplementationiprocessesiandimulti-million-

dollariinvestments.iAndiwithiaihighlyiregulatediandiworkflow-

dependentiindustryilikeipharmacovigilance,ithereiareitrovesiofistandardioperatingiproceduresiiniplac

e.iWithicompetingiprioritiesiandistrainediresources,itheiseeminglyilogical 

i(read:ieasier)iapproachihasibeenioneiofiquickifixes.iAnalyticijammediiniSOPihere...inewidatasetijam

mediintoianiSOPithere... 

Butiit'siquicklyibecomeiclearitoimanyidrugisafetyiprofessionalsithati"quickifixes"iaren'tiworkingiany

more.iAnd,ieveniworse,ithoseisupposedlyiquickifixesimayiactuallyibeistiflingitrueiinnovationiinitheiin

dustry.iWithimodernisoftware-as-a-

serviceiandiagileiapproachesitoidevelopment,iitidoesn'tihaveitoibeithisiway.iForwardithinkingipharma

covigilanceidepartmentsiareirealizingithisianditakingistepsitodayitoiadaptiandimoveitheiriprocessesifo

rward. 

Complexidataiintegrationsiandimodernianalyticsican'tisit 

ionitopiofitraditionaliworkflowitools.iIniaidata-

firstiworld,ithoseiworkflowitoolsineeditoibeibuiltiiniandiarounditheidataiandianalyticsithatidriveidecisio

nimaking.iAnd,iyes,ithoseiworkflowitoolsistillineeditoicomplyiwithiGVPibestipracticeiandiregulatoryir

equirements,ibutitheyimustialsoiallowiforitheiflexibilityitoicontinueitoiexpandiinitheifuture. 

 

 

 



TopiPVisoftwareiiniIndia i 

 PvEdge 

 OracleiArgusiSafety 

 ArisG 

 OracleiAdverseiEventiReportingiSystem i(AERS) 

 ClinTrace 

 repClinical 

 VigilanziDynamiciMonitoringiSystem 

 ABiCube i 

 PViworks 

PvEdge i 

PvEdgeidrugisafetyidatabase 

whichiprovidesicomprehensiveianalysesiofiadverseieventsiarisingifromitheiuseiofipharmaceuticalipro

ducts 

i(Drug,iMedicaliDeviceioriTherapy,iVaccine).iItiisianiadvancediPharmacovigilanceisolutionithatihelp

sicombatitheicomplexityiofitheisafetyidataiandicomprehensivelyicatersitoialliriskimanagementirequire

ments 

ioniaisingleiplatform,iensuringiglobaliregulatoryicompliance.iTheidrugisafetyidatabaseiallowsitheirisk

-

benefitianalysisiofimedicinaliproductsitakingiintoiaccountinewiandiemergingiinformation,iinitheicont

extioficumulativeiinformation. 

Pharmacovigilanceisinceitheibeginningihasibeeniaicompliance-

driveniactivity,iwhereiniyouriregulatoryicomplianceideterminesiyouricompany‟siriskiassessmentisco

res.iGlobaliregulationsiareiharmonizingitowardsiICHiandiPvEdgeidrugisafetyidatabaseiisicompliantiw

ithithoseiICH iE2B iR3iandiGDPRiregulations. 

Atipresent,itheifocusiofipharmacovigilanceihasishiftedifromipassiveidataicollationiandireportingitoipr

oactiveipharmacovigilanceiwithigreateriemphasis ioniRisk-

BenefitiassessmentsiandiSignaliDetection.iPvEdgeidrugisafetyidatabaseioffersicomplexidataianalysisi

andiqueryingiofisafetyidataisets,iallowingiquantitativeiandiqualitativeisignalidetection,iresultingiinibet

teririsk-benefitiprofilingiofidrugs. 

TheiextensiveifeaturesiofiPvEdgeiinclude: 

 WorkflowiwhichisupportsitoisegregateiDataiEntry,iQC i iandiscientificiassessment/medicalireview. 

 Extensiveidataivalidationiandicross-fieldivalidationichecks i–ivalidateicaseifilesifor iE2Bicompliance. 

 GlobaliDictionaryisupportiandiDictionaryimanagement i(MedDRAiversionimanagement) 



 Auditirecordsiforisafetyidataimanagementiactivities 

 ManagementiDashboard:iDeliversidashboardiwithitheiabilityitoifocus 

ionirelevantidomainiprovidingiusersiwithitheiinformationitoidrawiattentionitoianomaliesiandioutliers,i

makingiitipossibleiforithemitoitakeiactionsiquickly. 

 SeriousiAdverseieventiautomatedinarrativeiwriting i&imultiilingualitextisupport 

 Duplicateicaseichecking 

 Centralizeditriageiprioritoifullicaseiprocessing 

PvEdgeialsoihasiadd ionimodulesithroughiwhichiadditionalifeaturesicanibeiaddeditoiit. 

PvEdgeihasibeenidevelopedinotionlyitoirecorditheiadverseieventsibutialsoianalyzeiandigenerateivariou

siregulatoryireports,isuchias: 

 E2B. 

 CIOMS. 

 MedWatch. 

 ICHiapprovediperiodicireportsiincludingiPSURs,ibridgingireportsiandiotheriannualireport. 

 

 i iiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiSolution i 
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PrITR: i i 

(Product Inquiry Trial Response System) 

Aniefficientimoduleitoigetiholdiofitechnique,ievaluate,iandidocumentialliproduct-

preciseiinquiries,iMedicalirecordsiinquiry,iandiproductifineicriticismialongiwithiadverseioccasionibec

auseiofiPCQiaboutiworldwideicompliance. 

Amidstitheicomplexitiesiofitheisortiofiproductistatisticsireceived,iit'similesicertainlyiaichallengeitoipre

serveisongihistoryiofitheiinfoitouching 

ionidistinctiveiproductiinquiries,iincludingitheisortiofiproductiinquiryiandiiniwhichilocationishouldiit'si

appropriatelyicategorized.iInitheimodern-

day,icorporationsiwantitoitrackiallitheiproductirelevantirecords,iwhichiweimayitermias iPro-

pharmacovigilanceiiniaidiofipharmacovigilanceiandicopeiwithiallikindsiofitheipurchaseriandihealthica

reiprofessionaliproblemsiwhichihaveiwidelyibeenisegregatediasiinquiries.iThisiincludes,ibutiisn'tilimit

edito: 

•Productiinquiryiinclusiveiofiinquiry ionicategorizedidata,iaiwell-

knowniqueryifromitheicustomer,iLackiofiefficacyifactsie.g.:iProbableiemergenceiofiairesistantistrainit

oianianti-microbial,iallergicireactioniofianyinature,iMisuse/abuseiofitheiproduct. 

•Medicaliinformationiinquiry:iQuestioniofihealthcareiprofessionals ionidrugiusageimethod,iquestion 

ionidrugipackage idealileaflet,iandimanyiothers. 

•Producticomplaints. 

•Adverseioccasionsiafteridrugiconsumption/administrationitogetheriwithimedicationiblunders,ioverd

ose,ioffilabeliuseiorilossiofiefficacy. 

•Otheriinquiries:iAnyiotheripreferrediinquiryithatidoesn'tifalliinsideitheiaboveistandards. 

Examplesiinclude: 

 Equipment ithatiisidamagedioribroken. 

 Physicalidefectiinipackagediformiofitheiproduct. 

 Broken needles. 

 If the labels are missing. 

 If the customeris inabletoiadministeritheiproduct. 

 Productsiwithitotally different icolor,iappearance,ioriparticles. 

 Any userierror. 
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 i iiiiiiiiiiiiiiiiiiiiWorkflowiandiFunctionalityiofiPrITR 
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PrITR:iProductiinquiryiTrialiandiResponseisystem i 

 

Inquiry ireceipt i 
Inquiry 

iclassification i 

i 

Inquiry idetails 

ienter iin idatabase i 

Follow iup 

iInquiry i 

Adverse 

iEvent i 

 

Response ito 

iinquiry i 

PvEdge i– iAdverse iEvent iManagement i 



 

Progress ion in iPharmacovigi lanceidepartments  

Pr og r e s s ion  1 : i  i  

Theiuseiofinewidataisources i ihaveibeeniconstrainedibyilimitations 

ionihowitoiimplementinovelimethodsiwithoutidisruptingitraditionalisignalidetection,ivalidation,iandimana

gementiworkiflow.iAnalyzingitheseidataiinisiloesicreatesiai“can‟tiseeitheiforestiforitheitrees”iscenarioiwher

eitheiisolatediinsightsithatimayibeigeneratedionlyimakeiititoiaidepartmentalislideideck,iaiconferenceiabstra

ct,ior,iatibest,iaijournalipublicationiratherithanitoiaiplaceiofirealioperationalibenefit. 

Iniorderitoiproperlyioperationalizeitheseidataiiniforipharmacovigilanceiworkflow,itheisilosineeditoibei

brokenidown.iToidoithisitheidataimustibe: 

1)iCharacterizedianditheilimitationsiunderstood; i 

2)iLinkeditogether. 

3)iPresentediiniaiwayithatimakesithemiactionable. 

Safetyidataicanibeicategorizediintoithreeibuckets:icompanyiowned,icurated,iandilicensedidata.iCompa

nyiownedidataiincludeithoseicapturediiniaiclinicalisafetyidatabaseioritheidataithatiareireceivedifromisp

ontaneousipost-marketingireportingiandiareistorediiniinternalidatabases. 

VendoricuratedidataiincludeiFDAiAdverseiEventiReportingiSystem 

i(FAERS),iWHO‟siVigibase,ianditheivariousiunstructuredidataithatiexist,isuchiasiclinicalistudyiresults

ithatiareipublishediinigovernmentiregistriesilike 

iclinicaltrials.goviorifoundiinipublications,iabstracts,iandiposteripresentations. 

Licensedidataiareithoseidataiassetsithatianiorganizationilicensesifromidifferentivendors.iExamplesiofit

heseidataiincludeimulti-

payericlaims,iEHR,iandisocialilistening.iTheseisourcesivaryiwidelyiinistructureiandiuseicaseiandicanio

ftenisitiinidifferentiareasiofitheiorganization. 

Alliofitheseidataihaveidifferentistructures,idifferentiontologiesiandidifferentidataidictionaries.iTheseid

ifferencesimakeiformingilinkagesiandirelationshipsiwithinitheidataidifficultiwithoutianiextensiveidatai

scienceieffortiandianiintimateiknowledgeiofialliofitheidata.iEveniforithoseicompaniesithaticouldidedica

teitheibudgetiandiresourcesitoithisiproblem,ithoseidataiwouldiremainipowerlessiwithoutianiequallyilar

geieffortiinidevelopingianiactionableiuser-interface. 

Modernipharmacovigilanceidepartmentsiareidemandingiseamlessiconnectionsibetweenialliofitheiridi

sparateidataicorrallediininextigeneration,icommercialioff-the-

shelfiplatformsiwithianieasyitoiuseifrontiend.iAndimostiimportantly,itheyirequireitheianalysesiofithesei

drugisafetyidataitoibeiagileiandiflexible,iwhileistillimaintainingianalyticalirigor. 



 

 

Progres s i on  2 :  

I n ,a , re source , cons t ra i ned ,env i ronment , pharm acov i g i l ancedepar t m ents

are i t ry i ng i t o i l everage i t echno l ogy i t o i work i smart er i and i ac t i b i gger .  

Mostipharmacovigilanceidepartmentsiareiresourceiconstrained.iWhetheriitsihumanicapital,ibudget,ioribot

h,idrugisafetyispecialistsiwithinipharmaceuticalicompaniesiareibeingiaskeditoidoiailotimoreiwithiveryilittle

. 

Iniairesourceiconstrictedienvironment,iorganizationsimustiworkismarteritoiachieveineariandilong-

termigoals. 

With,ilittle,inewioff-the-

shelfitechnologyibeingiintroducediforipharmacovigilanceidepartments,i“workingismarter”ihasimeanticre

atingiin-houseisolutionsiusingispreadsheetsiorioutsourcingikeyiprocesses. i 

iMaintainingianiauditireadyiprocessiwithispreadsheetsiisinotiscalableiandioutsourcingihasilimitations.iWh

enioutsourcedicontractorsiuseilargeilegacyisoftwareisolutions,itheirestrictions 

ionitypesiofireportsiandilimitations 

ionihowidataicanibeiviewediandimanipulatedicaniseverelyirestrictihowiaipharmacovigilanceidepartmentiop

eratesiandisupportsitheiorganization. i 

Whenitheiweightiofitheseirestrictionsibecomeitooimuch,itheionlyichoiceihasibeeniforitheipharmacovigilan

ceidepartmentitoiturnitoilargeilegacyisoftwareisolutions.iButithisichoiceihasisignificanticostiandiimplemen

tationiconsequencesithaticanimoreithanioffsetitheiadvantages. 

Fortunately,ioff-the-

shelfinextigenerationitechnologyiisinowiavailableiforipharmacovigilanceidepartments.iScalable,iflexible,i

andiagileiplatformisolutionsicanimakeikeyiprocessesilikeisignalidetection,ivalidationiandimanagementiacc

essibleiandiequallyiscalableitoipharmacovigilanceidepartmentsiandiservicesivendorsiofiallisizes. 

Progres s i on i 3 :  

i I n i re sponse i t o i newi dat a i sources i ag i l e , i f l ex i b l e i approaches i t odat a , i ana

l y t i c s , i and i work f lo wi are i i n i h i gh i dem and .  

ModernipharmacovigilanceidepartmentsitodayidoimoreithaniprocessiandireviewiICSRs.iTheyiareiinv

olvediinitheientireilifecycleiofiaidrug,iprovidingivitalidataipointsiandianalysisithatiinformieverythingifr

omiclinicalitrialidesignitoicommercialiplanningitoipost-

marketisafetyisurveillance.iIniorderitoiperformiwell,ipharmacovigilanceiandisafetyiscienceiteamsireq

uireiaccessitoianiarrayiofidataianditheianalyticsitoimakeisenseiofithoseidata.iTheiinsightsigainedifromiu

niqueicombinationsioficlinicaliandireal-

worldidataicanidriveisignalidetection,iepidemiologicaliresearch,iandievidenceigeneration,ialliofiwhic

hisupportiorganization-wideidecisions. 



However,iachievingithatigoaliisinotieasy. i 

iWithimultipleiplatformsianditoolsicontractediintoivariousidepartments,isimplyiknowingiwhoiholdsith

eiaccessiforioneiofitheinumerousiavailableidataisourcesiisiharditoidiscover.iWhenitheidataiareifinallyio

btained,icomplexiandioutdatediuseriinterfacesimakeitheianalysisitasksimuchimoreidifficultithanitheyis

houldibe. 

Manyilegacyisoftwareiprovidersiareitryingitoicombatithisiproblemibyiaddingidataiandianalyticsisuites 

ionitopiofitraditionaliworkflowitools.iThisiisiaiclassicisquare-peg-in-a-round-holeisolution i-iaiband-

aideiapproachithatihasibeeniinsufficientiandifailsitoiaddressitheicoreiissueiofiexpandedisafetyiscienceit

asksiandiresponsibilities. 

Thisidevelopmentiisn'tisurprising.iTraditionalisoftwareiprovidersihaveiproductsithatirequireimonths-

longiimplementationiprocessesiandimulti-million-

dollariinvestments.iAndiwithiaihighlyiregulatediandiworkflow-

dependentiindustryilikeipharmacovigilance,ithereiareitrovesiofistandardioperatingiproceduresiiniplac

e.iWithicompetingiprioritiesiandistrainediresources,itheiseeminglyilogicali(read:ieasier)iapproachihasi

beenioneiofiquickifixes.iAnalyticijammediiniSOPihere...inewidatasetijammediintoianiSOPithere... 

Butiit'siquicklyibecomeiclearitoimanyidrugisafetyiprofessionalsithati"quickifixes"iaren'tiworkingiany

more.iAnd,ieveniworse,ithoseisupposedlyiquickifixesimayiactuallyibeistiflingitrueiinnovationiinitheiin

dustry.iWithimodernisoftware-as-a-

serviceiandiagileiapproachesitoidevelopment,iitidoesn'tihaveitoibeithisiway.iForwardithinkingipharma

covigilanceidepartmentsiareirealizingithisianditakingistepsitodayitoiadaptiandimoveitheiriprocessesifo

rward. 

Complexidataiintegrationsiandimodernianalyticsican'tisit 

ionitopiofitraditionaliworkflowitools.iIniaidata-

firstiworld,ithoseiworkflowitoolsineeditoibeibuiltiiniandiarounditheidataiandianalyticsithatidriveidecisio

nimaking.iAnd,iyes,ithoseiworkflowitoolsistillineeditoicomplyiwithiGVPibestipracticeiandiregulatoryir

equirements,ibutitheyimustialsoiallowiforitheiflexibilityitoicontinueitoiexpandiinitheifuture. 
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 ADRiReporting i 

 i iiiiiiiiiiiiiiiiiii  

Fig.1 i 

TheistudyirevealedithatitheireportingiofiADRsiisihighlyidoneibyiphysician.iRelativelyilowerireportingi

wasidoneibyipharmacistiandiotheriHCPialsoicontributeiinireportingiofiADR.iTheireporting 

irateiofipharmacistsiwasilowiasicompareditoiphysiciansibecauseiiniIndia,itheisystemiofidistributionido

esinotileaveimuchiscopeiforitheipharmacistsitoibeiaisignificantisourceiofiADRsireporting.iSimilarly,ie

venithoughinursesiareiiniclosericontactiwithitheipatientsiforiailongeriduration,iinitheieventiofiADRsiobs

ervedibyitheinursingistaff,iitiwouldibeireporteditoitheitreatingiphysician,iwhoiiniturniifideemediappropr

iate,icommunicatesitheiinformationitoitheirelevantihigheriauthorities. 

 DeliveringiMode. 
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Fig.2 

Theisoftwareiisiworkingihighly ioniOn-demandiandiOn-

premisesibasesiandishowingipositiveiresponseibyitheiusers.iTheidataiisifullyisecureibyicloudibasesistor

age. 

 

 ReportingiCentreiofiADR i 
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Fig.3 

IniIndiaisixiregionalicenteriforireportingiofiADRiisisetiup.iOfitheseisixiCentreiNewiDelhiiandiMumbaii
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Fig.4 

TheistudyireportifindithatiOracleiArgusiSafetyiisiaihighidemandiPVisoftwareiandialsoirecommendedia

ndiusedibyimostiofitheipharmaiasiwelliasiCROs. 

Conclusion: 
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ioniglobalilevel.iTheiPVisoftwareireducesiadministrativeiburdeniandiworkloadibyiconsolidatingiinfor
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significantiroleiinitheioutcomeiofitheistudy.iIndiaiisinowiconsideritoibeiaihubioficlinicaliresearch.iMore

iandimoreiclinicalitrialsiareibeingiconductediiniIndiainow.iTheistudyimayisuggestedithatiITisectoriisiw
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ionihighidemandiasiitiisicostieffectiveisoftware 

isoicompanyilikeiCadila,iIntasipharmaiisicurrentlyiusingitheisoftware.iTheipharmacovigilanceisoftwar

eimakeitheieaseiinireportingiofireportingitheiADR i 
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