FOI 22/458: Sentinel Database Table and Column names. Extracted 07/03/2022

ADR_REACTION

This table contains the details of the reactions reported as part of the ADR case.

ALERT_TERM
DICTIONARY_SERIOUS
DIR_IND_GC
GENERIC_CASE_ID
PRIMARYSOURCEREACTION
REACTIONDURATION
REACTIONDURATION_AUTO_CALC
REACTIONDURATIONUNIT_GC
REACTIONENDDATE
REACTIONENDDATEFORMAT
REACTIONFIRSTTIME
REACTIONFIRSTTIME_AUTO_CALC
REACTIONFIRSTTIMEUNIT_GC
REACTIONID
REACTIONLASTTIME
REACTIONLASTTIME_AUTO_CALC
REACTIONLASTTIMEUNIT_GC
REACTIONMEDDRALLT_MC
REACTIONMEDDRAVERLLT
REACTIONOUTCOME_GC
REACTIONSTARTDATE
REACTIONSTARTDATEFORMAT
RECOVERY_TIME
RECOVERY_TIME_AUTO_CALC
RECOVERY_TIME_UNITS_GC
SEQUELAE
SEVERITY_GC
TERMHIGHLIGHTED_GC
TREATMENT
TREATMENT_DESCRIPTION

ADR_SAFETYREPORT

This table contains the data for one particular safetyreport tag of the ICSR file.

ADDITIONALDOCUMENT
AUTHORITYNUMB
CASENULLIFICATION
COMPANYNUMB
DOCUMENTLIST
DUPLICATE
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E2B_CASENULLIFICATION
FULFILLEXPEDITECRITERIA
GENERIC_CASE_ID
MEDICALLYCONFIRM
NULLIFICATIONREASON
OCCURCOUNTRY_CGC
PRIMARYSOURCECOUNTRY_CGC
RECEIPTDATE
RECEIPTDATEFORMAT
RECEIVEDATE
RECEIVEDATEFORMAT
REPORTTYPE_GC
SAFETYREPORTID
SERIOUS
SERIOUSNESSBAD
SERIOUSNESSCONGENITALANOMALI
SERIOUSNESSDEATH
SERIOUSNESSDISABLING
SERIOUSNESSHOSPITALIZATION
SERIOUSNESSLIFETHREATENING
SERIOUSNESSMILD
SERIOUSNESSOTHER
SERIOUSNESSUNCOMFORT
TRANSMISSIONDATE
TRANSMISSIONDATEFORMAT
XEROX_RECEIVED_DATE
XEROX_SCANNED_DATE

ADR_CASES

This table contains the basic information of an ADR case created.

ACKNOWLEDGEMENT_GENERATED
ADR_NUMBER
AUTO_MANAGE_ACKS
COMPANY_RECEIVED_DATE
CREATED_BY
CREATED_DATE
DD_BATCH_DATE
DRUG_DOSAGE_COMMENT_ID
DUPLICATE_COMMENT _ID
E2B_CASE_FOLDER
ENH_FLAG
GENERIC_CASE_ID
HEALTH_PROF_SIGN_DATE
HLTH_PRF_CMPLT_YLLW_CRD
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HLTH_PRF_SUSPECTD_SD_EFFCT
HOSPITAL_DETAILS_PROVIDED
IDENTIFIER_PRESENT
IV_ACK_GENERATED
LAST_UPDATED_BY
LAST_UPDATED_DATE
LATEST_COMMIT_DATE
MHRA_RECEIVED_DATE
MULTIPLE_FATAL_COMMENT_ID
NORSK_FLAG
NULLIFICATION_COMMENT _ID
OTHER_DRUGS_PRESENT_GC
PARTIAL_CLASSIFICATION
PARTIAL_CLFN_AUTO_CALC
PERM_TO_ACK
PERM_TO_FLLW_UP_DR
PERM_TO_FLLW_UP_RPTR
PERMISSION_CONTACT_GP
PERMISSION_CONTACT_RMC
PRIORITY
PRIORITY_AUTO_CALC
RECLASSIFIED_COMMENT _ID
RMC_ID
RMC_RECEIVED_DATE
SEND_ACK_PRINTER
SEND_ASPR
SEND_ASPR_AUTO_CALC
SERIOUS_ADR
SO_BATCH_DATE
SUBMISSION_NUMBER
Ul_STATUS
VACCINE
VALID_REPORTER
VARIABLE_DOSING
YELLOW_CARD_TYPE_GC
MESSAGE_TYPE
ADR_SENDER

This table contains the data of the sender reported as part of the ADR.

COMPANY_GROUP_ID
COMPANY_NUMBER
COUNTRY_CGC
E2B_ORG_ID
GENERIC_CASE_ID
ORGANISATION_PARTY_ID
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PARTY_LOCATION_ID
PERSON_PARTY_ID
SAME_AS_REPORTER
SENDER_REPORT_NO
SENDERDEPARTMENT
SENDERTYPE_GC
STORAGE_METHOD

ADR_TEST

This table contains the basic details of the test taken and the test results

REPORT ON_FILE
MOREINFORMATION
HIGHTESTRANGE
LOWTESTRANGE
TESTUNIT
TESTRESULT
TESTNAME
TESTDATE
TESTDATEFORMAT
TESTID
GENERIC_CASE_ID

ADR_DRUG

This table contains the drug details like the drug type,drug id etc for a particular ADR case.

ACTIONDRUG_GC
ACUTE
BIOAVAILABILITY
BLACK_TRIANGLE
BT_ASSESSOR
CONTROLLED_RELEASE
DRUG_ID
DRUG_SUBSTANCE_ID
DRUG_TYPE
DRUGADDITIONAL
DRUGADMINISTRATIONROUTE_GC
DRUGBATCHNUMB
DRUGCHARACTERIZATION
DRUGCUMDOSAGEINT_AUTO_CALC
DRUGCUMDOSAGEINTNUMB
DRUGCUMDOSAGEINTUNIT_GC
DRUGCUMULATIVEDOSAGE_AUTO_CALC
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DRUGCUMULATIVEDOSAGENUMB

DRUGCUMULATIVEDOSAGEUNIT_GC

DRUGDOSAGEFORM_GC

DRUGDOSAGETEXT

DRUGENDDATE

DRUGENDDATEFORMAT

DRUGINTERVADOSAGEDEFINITION_GC

DRUGINTERVALDOSAGEUNITNUMB

DRUGLASTPERIOD

DRUGLASTPERIOD_AUTO_CALC

DRUGLASTPERIODUNIT_GC

DRUGPARADMINISTRATION_GC

DRUGRECURREADMINISTRATION_GC

DRUGSEPARATEDOSAGENUMB

DRUGSTARTDATE

DRUGSTARTDATEFORMAT

DRUGSTARTPERIOD

DRUGSTARTPERIOD_AUTO_CALC

DRUGSTARTPERIODUNIT_GC

DRUGSTRUCTUREDOSAGENUMB

DRUGSTRUCTUREDOSAGEUNIT_GC

DRUGTREATMENTDUR_AUTO_CALC

DRUGTREATMENTDURATION

DRUGTREATMENTDURATIONUNIT_GC

GENERIC

GENERIC_CASE_ID

INTERACTING_DRUG

ISSUE_DRUG

ISSUE_DRUG_ASSESSOR

NAME_INDEX

NAME_TYPE

NPCG_ID

NS_DRUG_ID

OBTAINDRUGCOUNTRY_CGC

PATIENT_OBTAINED_DRUG_GC

PATIENT_OBTAINED_DRUG_OTHER

PLPI

PRODUCT_GROUP_ID

PRODUCT_ID

REACTIONGESTATIONPERIOD

REACTIONGESTATIONPERIODUNIT_GC

STRENGTH

STRENGTH_UNIT_GC

XML_RECEIVED_DRUG

XML_RECEIVED_FORM

ADR_SUMMARY
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This table contains the data of <narrativeincludeclinical> tag of the ICSR file.

GENERIC_CASE_ID
NARRATIVEINCLUDECLINICAL
REACTION_RECLASSIFIED
REPORTERCOMMENT
SENDERCOMMENT
SENDERDIAGNOSIS_MC
SENDERDIAGNOSISMEDDRAVER

ADR_PARENT_PAST_DRUG_REAC

is table contains the details of the ParentPastDrugTherapyld and the Reactions and its meddra version for an ADR cas

REACTIONMEDDRALLT_MC
REACTIONMEDDRAVERLLT
REACTION_ID
PARENTPASTDRUGTHERAPYID
GENERIC_CASE_ID

ADR_PARENT_PAST_DRUG_IND

This table contains the details of the ParentPastDrugTherapy and the drug indications of the parent

DRUGINDICATION_MC
DRUGINDICATIONMEDDRAVER
INDICATION_ID
PARENTPASTDRUGTHERAPYID
GENERIC_CASE_ID

ADR_MEDICALHISTORYEPISODE

This table contains the details of the ParentPastDrugTherapy and the drug indications of the parent

PATIENTMEDICALCOMMENT
PATIENTMEDICALENDDATE
PATIENTMEDICALENDDATEFORMAT
PATIENTMEDICALCONTINUE
PATIENTMEDICALSTARTDATE
PATIENTMEDICALSTARTDATEFORMAT
PATIENTEPISODENAME_MC
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PATIENTEPISODENAMEMEDDRAVER
MEDICALHISTORYEPISODEID
GENERIC_CASE_ID

ADR_PATIENT_PAST_DRUG_IND

This table contains the details of the ParentPastDrugTherapy and the drug indications of the patient

DRUGINDICATION_MC
DRUGINDICATIONMEDDRAVER
INDICATION_ID
PATIENTPASTDRUGTHERAPYID
GENERIC_CASE_ID

ADR_PATIENT_PAST_DRUG_REAC

is table contains the details of the PatientPastDrugTherapyld and the Reactions and its meddra version for an ADR cas

REACTIONMEDDRALLT_MC
REACTIONMEDDRAVERLLT
REACTION_ID
PATIENTPASTDRUGTHERAPYID
GENERIC_CASE_ID

ADR_DRUG_INDICATIONS

This table contains the details of the drug indications of the patient

DRUGINDICATION_MC
DRUG_ID
DRUGINDICATIONMEDDRAVER
GENERIC_CASE_ID
INDICATION_ID

ADR_PARENTMEDHISTORYEPISODE

Parent Medical History in the parent tab of the case folder.

PARENTMEDICALCOMMENT
PARENTMEDICALENDDATE
PARENTMEDICALENDDATEFORMAT
PARENTMEDICALCONTINUE
PARENTMEDICALSTARTDATE
PARENTMEDICALSTARTDATEFORMAT
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PARENTMEDICALEPISODENAME_MC
PARENTMDEPISODEMEDDRAVER
PARENTMEDICALHISTORYEPISODEID
GENERIC_CASE_ID

ADR_PARENTPASTDRUGTHERAPY

is table contains details about the past drug history like the drug type used,drug start date and end date etc of the parel

—

ATC_CODE
DRUG_SUBSTANCE_ID
DRUG_TYPE
GENERIC_CASE_ID
NAME_INDEX
NAME_TYPE
NPCG_ID
NS_DRUG_ID
PARENTDRUGENDDATE
PARENTDRUGENDDATEFORMAT
PARENTDRUGSTARTDATE
PARENTDRUGSTARTDATEFORMAT
PARENTPASTDRUGTHERAPYID
PRODUCT_GROUP_ID
PRODUCT _ID
XML_RECEIVED_DRUG

ADR_EXCIPIENTS

The table contains the excipient details for a drug

EXCIPIENT_ID
GENERIC_CASE_ID
DRUG_ID
RECURREADMINISTRATION_GC
SUBSTANCE_ID

ADR_PARENT

This table contains the basic details of the parent like identification,birth date etc reported as part of an ADR.

DK_CPR_NO
GENERIC_CASE_ID
PARENTAGE

Page 8 of 34



FOI 22/458: Sentinel Database Table and Column names. Extracted 07/03/2022

PARENTAGEGROUP_GC
PARENTAGEONSETCHECKBOX
PARENTAGEUNIT_GC
PARENTBIRTHDATE
PARENTBIRTHDATEFORMAT
PARENTHEIGHT
PARENTIDENTIFICATION
PARENTLASTMENSTRUALDATE
PARENTLASTMENSTRUALDATEFORMAT
PARENTMEDICALRELEVANTTEXT
PARENTSEX_GC
PARENTWEIGHT
ADR_PATIENT

This table contains the basic details of the patient like identification,birth date etc.

COMPANY_PATIENT_CODE
DK_CPR_NO
GENERIC_CASE_ID
GESTATIONPERIOD
GESTATIONPERIODUNIT_GC
LASTMENSTRUALDATEFORMAT
PATIENT_DATE_BIRTH
PATIENT_FIRST_NAME
PATIENT_LAST_NAME
PATIENTAGEGROUP_GC
PATIENTAGEONSETCHECKBOX
PATIENTAUTOPSYYESNO
PATIENTBIRTHDATEFORMAT
PATIENTDEATHDATE
PATIENTDEATHDATEFORMAT
PATIENTETHNICITY
PATIENTGPMEDICALRECORDNUMB
PATIENTHEIGHT
PATIENTHOSPITALRECORDNUMB
PATIENTINITIAL
PATIENTINVESTIGATIONNUMB
PATIENTLASTMENSTRUALDATE
PATIENTMEDICALHISTORYTEXT
PATIENTONSETAGE
PATIENTONSETAGEUNIT_GC
PATIENTSEX_GC
PATIENTSPECIALISTRECORDNUMB
PATIENTWEIGHT
RESULTSTESTSPROCEDURES
ADR_PATIENT_DEATH
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his table contains details about the cause of the patient death like if it was a sudden death and the post mortem reporte

—

DEATH_CAUSE_II_MC
DEATH_CAUSE_IC_MC
DEATH_CAUSE_IB_MC
DEATH_CAUSE_IA_MC

DEATH_CAUSE_II_VER_MC

DEATH_CAUSE_IC_VER_MC

DEATH_CAUSE_IB_VER_MC

DEATH_CAUSE_IA_VER_MC

POST_MORTEM_ON_FILE
SUDDEN_DEATH
CAUSE_UNKNOWN
GENERIC_CASE_ID

ADR_PATIENTDEATHCAUSE

This table contains the basic details of the cause of the patient death.

PATIENTDEATHREPORT_MC
PATIENTDEATHREPORTMEDDRAVER
PATIENTDEATHCAUSEID
GENERIC_CASE_ID

ADR_PRIMARYSOURCE

This table basically contains the details of the reporter

COUNTRY_CGC
CTA_GENERIC_CASE_ID
DK_AUTHORISATION_ID

DK_HOSPITAL_CODE
DK_PRACTICE_NUMBER
GENERIC_CASE_ID
LITERATUREREFERENCE
OBSERVESTUDYTYPE_GC
ORGANISATION_PARTY_ID
PARTY_LOCATION_ID
PERSON_LAST NAME
PERSON_PARTY_ID
PRIMARYSOURCEID
QUALIFICATION_GC
REPORTERDEPARTMENT
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SAMM_PROTOCOL
SPECIALITY
SPONSORSTUDYNUMB
STORAGE_METHOD
STUDYNAME

ADR_ADDITIONAL_INFO_FLAGS

conatins the field value of adr_details tab of all the additional flags in a case folder.

LAST_UPDATED_DATE
LAST UPDATED_BY
CREATED_DATE
CREATED_BY
COUNTERFEIT_MEDICINE
UNLICENSEDUSE
OFFLABELUSE
THERAPEUTIC_EFFECT
COMPASSIONATE
QUALITY_DEFECT
MEDICATION_ERROR
MISUSE_ABUSE
OVERDOSE
AUTO_CALC
GENERIC_CASE_ID

ADR_TEMP_TABLE

This table contains the basic information of a drug.

ACTIONDRUG_GC
ACUTE
BIOAVAILABILITY
BLACK_TRIANGLE
BT_ASSESSOR
CONTROLLED_RELEASE
DRUG_ID
DRUG_SUBSTANCE_ID
DRUG_TYPE
DRUGADDITIONAL
DRUGADMINISTRATIONROUTE_GC
DRUGBATCHNUMB
DRUGCHARACTERIZATION
DRUGCUMDOSAGEINT_AUTO_CALC
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DRUGCUMDOSAGEINTNUMB

DRUGCUMDOSAGEINTUNIT_GC

DRUGCUMULATIVEDOSAGE_AUTO_CALC

DRUGCUMULATIVEDOSAGENUMB

DRUGCUMULATIVEDOSAGEUNIT_GC

DRUGDOSAGEFORM_GC

DRUGDOSAGETEXT

DRUGENDDATE

DRUGENDDATEFORMAT

DRUGINTERVADOSAGEDEFINITION_GC

DRUGINTERVALDOSAGEUNITNUMB

DRUGLASTPERIOD

DRUGLASTPERIOD_AUTO_CALC

DRUGLASTPERIODUNIT_GC

DRUGPARADMINISTRATION_GC

DRUGRECURREADMINISTRATION_GC

DRUGSEPARATEDOSAGENUMB

DRUGSTARTDATE

DRUGSTARTDATEFORMAT

DRUGSTARTPERIOD

DRUGSTARTPERIOD_AUTO_CALC

DRUGSTARTPERIODUNIT_GC

DRUGSTRUCTUREDOSAGENUMB

DRUGSTRUCTUREDOSAGEUNIT_GC

DRUGTREATMENTDUR_AUTO_CALC

DRUGTREATMENTDURATION

DRUGTREATMENTDURATIONUNIT_GC

GENERIC

GENERIC_CASE_ID

INTERACTING_DRUG

ISSUE_DRUG

ISSUE_DRUG_ASSESSOR

NAME_INDEX

NAME_TYPE

NPCG_ID

NS_DRUG_ID

OBTAINDRUGCOUNTRY_CGC

PATIENT_OBTAINED_DRUG_GC

PATIENT_OBTAINED_DRUG_OTHER

PLPI

PRODUCT_GROUP_ID

PRODUCT_ID

REACTIONGESTATIONPERIOD

REACTIONGESTATIONPERIODUNIT_GC

STRENGTH

STRENGTH_UNIT_GC

XML_RECEIVED_DRUG

Page 12 of 34




FOI 22/458: Sentinel Database Table and Column names. Extracted 07/03/2022

XML_RECEIVED_FORM

ADR_SPLIT_AUDIT

This table contains the details of the cases which have been split after merging.

MASTER_UPDATE_CASE_ID
DUP_UPDATE_CASE_ID
BY_USER
SPLIT_DATE
SPLIT_ID

MASTER_CASE_ID

ADR_CASES_ROLLBACK

Log table used to log rollback failures

TIME_STAMP
ROLLBACK_FAILURE_DES
GENERIC_CASE_ID

ADR_E2B_DUPLICATES

This table contains the possible set of duplicates by the E2B batch

DUPLICATE_NUMBER
DUPLICATE_SOURCE
GENERIC_CASE_ID
FLAG
ADR_E2B_DUPLICATES_ID

ADR_DRUGREACTION_ERRORS

This table contains the errors related to drugs and reactions.

TABLE_REF_ID
TABLE_NAME
ERROR_MSG
TIME_STAMP
SCRIPT_NAME
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ADR_CASE_STEPS_ACTION

This table contains the workflow action and its related step

DEPENDENT_STEP
CONSTANT_STEP
LAST_UPDATED_DATE
LAST UPDATED_BY
CREATED_DATE
CREATED_BY
ATTRIBUTE_VALUE
ATTRIBUTE_ID
PRIORITY
CASE_SUBTYPE_ID
STEP_ID
ADR_CASE_STEP_ACTION_ID

ADR_DUPLICATES

This table contains the possible set of duplicates(manual)

ADR_NUMBER
MASTER
DUP_SET_ID

ADR_RFI_INVALID

Invalid letters sent from the case.

NO_ASSOC_DRUG_REAC
ACCIDENTAL_OD_NO_ADR
STUDY_PATIENT UNBLINDED
NO_ORIGIN_COUNTRY
DERIVE_MHRA_ADR
NOT_VALIDATED_BY_HP
REAC_DETAILS
SUSP_DRUG_LICENCE
SUSP_DRUG_DETAILS
PATIENT_CHAR
RFI_ID
GENERIC_CASE_ID
CUSTOM_COMMENTS
CUSTOM_LETTER
PAGES_MISSING
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SUPPLIED_EU_REG_AGENCY

ADR_RFI_FOLLOW_UP

Follow up letters sent from the case.

GENERIC_CASE_ID
HEATH_PROF_SIGN_DATE
RESPONSE_SENT_DATE
RESPONSE_RECEIVED_DATE_CO
RESPONSE_RECEIVED_DATE_RMC
RESPONSE_RECIEVED_DATE_MHRA
RESPONSE_GC
CUSTOM_COMMENTS
CUSTOM_LETTER
TREAT_MED_HIST
TREAT_STOP_DATE
TREAT_START_DATE
TREAT_REAC
REAC_PM_REPORT
REAC_DET_OUTCOME
REAC_HOSP_LETTER
REAC_RES_TEST
REAC_CLIN_DET
REAC_CONF_DIAG
REAC_STOP_DATE
REAC_START_DATE
SUSP_BATCH_NO
SUSP_BRAND
SUSP_INDICATION
SUSP_STOP_DATE
SUSP_START_DATE
SUSP_DRUG_NAME
PATIENT_WEIGHT
PATIENT_INITIALS
PATIENT_SEX
PATIENT_AGE
ACTION_GC
INITIATED_BY_GC
RFI_ID
OTHER_DRUG_NAME
OTHER_DRUG_INDICATION
OTHER_DRUG_STOP_DATE
OTHER_DRUG_START_DATE
OTHER_DRUG_DOSE
REAC_DECHALLENGE
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REAC_RECHALLENGE
SUSPDRUG_WITHDRAWN_DUE_ADR
SUSPDRUG_ROUTE_OF_ADMIN
SUSP_DRUG_STRENGTH
PATIENT_ETHNICITY
PATIENT_CPR_NO
PATIENT_HEIGHT
TARGET_FOLLOWUP_DATE
SUSP_DRUG_DOSE

ADR_RFI

ble contains the data mapped to the RFI tab in the case folder. The table contains data about the RFI letters sent from th

LAST_UPDATED_DATE
LAST _UPDATED_BY
CREATED_DATE
CREATED_BY
OTHER_CONTACT_ID
PRIMARYSOURCEID
SEND_TO_TYPE
DATE_SENT
OUTGOING_REF
RFI_TYPE
RFI_ID
GENERIC_CASE_ID

ADR_POSSIBLE_DUPLICATES

his table is populated by the Duplicate Detection batch and contains possible duplicate ADRs with a common dup set ic

DATE_DETECTED
DUP_TYPE
SUGGESTED_MASTER
POS_DUP_SET_ID
GENERIC_CASE_ID
REPORT_TYPE

ADR_OTHER_CONTACTS

This table contains the details of the other contacts like qualification, country etc reported as part of an ADR case.

STORAGE_METHOD
PARTY_LOCATION_ID
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PERSON_PARTY_ID
ORGANISATION_PARTY_ID
SPECIALITY
DEPARTMENT
QUALIFICATION_GC
OTHER_CONTACT _ID
GENERIC_CASE_ID
SND_ACK_TO_CONTACT
LAST_UPDATED_DATE
LAST _UPDATED_BY
CREATED_DATE
CREATED_BY
COUNTRY_CGC

ADR_MERGE_AUDIT

This table contains the details of the merged ADR case with the details of the master and the duplicate case.

MERGE_DATE
BY_USER
DUP_SET_ID
DUP_CASE_ID
MASTER_CASE_ID
MASTER_UPDATE_CASE_ID

ADR_DRUGRECURRANCE

This table contains the details of the recurrence of a past condition.

DRUG_ID
GENERIC_CASE_ID
DRUGRECURACTION_MC
DRUGRECURACTIONMEDDRAVER
DRUGRECURRANCEID

ADR_DRUGREACTIONRELATEDNESS

This table contains the related drug for each case.

DRUG_ID
DRUGASSESSMENTMETHOD
DRUGASSESSMENTSOURCE
DRUGREACTIONASSES_MC
DRUGREACTIONASSESMEDDRAVER
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DRUGREACTIONRELATEDNESSID
DRUGRESULT
GENERIC_CASE_ID

ADR_AUTHORITY_E2B_ORG_DETAILS

This table contains the organisation details for whom we send and receive ICSRs.

EMAIL_ADDRESS
FAXCOUNTRYCODE
FAXEXTENSION
FAX
TELCOUNTRYCODE
TELEXTENSION
TELEPHONE
COUNTRY_CODE
POST_CODE
STATE
CITY
STREET_ADDRESS
FAMILY_NAME
MIDDLE_NAME
GIVEN_NAME
TITLE
DEPARTMENT
E2B_ORG_ID
AUTH_TYPE
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