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Causality assessment results of 167 reported Serious Adverse Events Following
Immunization (AEFI) cases following Routine Immunization, approved by the National
AEFI Committee on 16"* November 2021.

The Immunization Division of the MoHFW has taken several steps to improve the
National AEFI surveillance system, including the quality of investigation of cases at the state
level and their causality assessment at the national level. Considering the importance and
critical nature of the task, SOPs for Causality Assessment (CA) have been laid down as quality
assurance. The CA subcommittee's causality assessment results are discussed in the national
AEFI committee meeting for final approval.

The results of the causality assessment for 167 cases completed on 16™ November 2021
after thorough review, deliberation, and approval by the National AEFI Committee is given in
the annexure (anonymized line list of the causality assessment done by the National AEFI
Committee).

91 out of 167 cases for which Causality assessment has been done were found to have a
consistent causal association to vaccination. Of these 91 cases, 75 cases were vaccine
product-related reaction and 16 cases were immunization error-related reaction including 01
death. 64 cases have an inconsistent causal association to immunization (coincidental - not
linked to vaccination), including 21 death cases. 03 cases were in the indeterminate
category. There were 09 cases in the unclassifiable category including (all death cases).

Vaccine product-related reactions are expected reactions that can be attributed to
vaccination based on current scientific evidence. Examples of such reactions are allergic
reactions and anaphylaxis, etc.

Indeterminate reactions are reactions which have occurred soon after vaccination but
there is no definitive evidence in current literature or clinical trial data that this event could
have been caused due to the vaccine. Further observations, analysis, and studies are required.

Unclassifiable events are events that have been investigated but there is not enough
evidence for assigning a diagnosis due to missing crucial information. When this relevant
information becomes available, the case may be reconsidered for causality assessment.

Coincidental events are events that are reported following immunization but for which a
clear cause other than vaccination is found on investigation.

Overall, the benefits of vaccination are overwhelmingly greater than the small risk of
harm. However, as a measure of utmost precaution, all emerging signals of harm are being
constantly tracked and reviewed periodically.



CAUSALITY CLASSIFICATION OF 167 AEFI CASES REVIEWED AND APPROVED BY THE NATIONAL AEFI COMMITTEE
16th Nov 2021 - (NEW DELH]I)

A1 - VACCINE PRODUCT RELATED REACTION

A2 - VACCINE QUALITY DEFECT RELATED REACTION

A3 - IMMUNIZATION ERROR RELATED REACTION

A4 - IMMUNIZATION ANXIETY RELATED REACTION

B1 - TEMPORAL RELATIONSHIP IS CONSISTENT BUT THERE IS INSUFFICIENT DEFINITIVE EVIDENCE FOR VACCINE CAUSING EVENT

B2 - REVIEWING FACTORS RESULT IN CONFLICTING TRENDS OF CONSISTENCY AND INCONSISTENCY WITH CAUSAL ASSOCIATION TO IMMUNIZATION
C - COINCIDENTAL - UNDERLYING OR EMERGING CONDITION(s), OR CONDITIONS CAUSED BY EXPOSURE TO SOMETHING OTHER THAN VACCINE

D - UNCLASSIFIABLE

1 IND(AEFI)MPRTM19001 2019 MADHYA PRADESH 14Y7M24D MALE HOSPITALIZED & RECOVERED 23-01-2019 MR CAMPAIGN Al THROMBOCYTOPENIC PURPURA
2 IND(AEFI)UPKPD19001 2019 UTTAR PRADESH 0Y3M27D MALE HOSPITALIZED & RECOVERED 14-08-2019 OPV IPV PENTA RVV ROUTINE C ACUTE GASTROENTERITIS

3 IND(AEFI)APAPR20001 2020 Andhra Pradesh 0Y2M18D FEMALE | HOSPITALIZED & RECOVERED 08-09-2020 OPV PENTA RVV ROUTINE c ;IIEE':EI'II;{EA'IS'E)';?'T'EXZEITII-INFECTION
4 IND(AEFI)APAPR20002 2020 Andhra Pradesh 0Y3M13D FEMALE | HOSPITALIZED & RECOVERED 07-10-2020 OPV PENTA RVV ROUTINE c SEIZURE DISORDER

5 IND(AEFI)ASDBR20003 2020 Assam 0Y10M25D MALE SEVERE AND RECOVERED 03-06-2020 JE MR ROUTINE c PYREXIA AND VOMITING

6 IND(AEFI)ASJHT20002 2020 Assam o0Yamasnb FEMALE | HOSPITALIZED & RECOVERED 28-10-2020 IPV OPV PENTA RVV ROUTINE Al FEBRILE SEIZURE

7 IND(AEFI)BIBGP20003 2020 Bihar 0Y1M29D MALE DEATH 07-10-2020 IPV OPV PCV PENTA RVV ROUTINE D SUDDEN UNEXPLAINED DEATH
8 IND(AEFI)BILKS20001 2020 Bihar 0Yim25D FEMALE | DEATH 18-12-2020 IPV OPV PCV PENTA RVV ROUTINE D SUDDEN UNEXPLAINED DEATH
9 IND(AEFI)BIMDP20008 2020 Bihar OYomMie b MALE DEATH 26-08-2020 BCG ROUTINE c PROBABLE SEPSIS

10 IND(AEFI)BIMDP20009 2020 Bihar 0Y3M7D FEMALE | DEATH 11-11-2020 BCG IPV OPV PCV PENTA RVV ROUTINE D SUDDEN UNEXPLAINED DEATH
11 IND(AEFI)BIMUN20001 2020 Bihar 1Y5M21D FEMALE | SEVERE AND RECOVERED 07-07-2020 DPT JE MR OPV ROUTINE Al URTICARIA

12 IND(AEFI)BIMZF20005 2020 Bihar 1Yio0mM13D MALE SEVERE AND RECOVERED 28-10-2020 DPT JE MR OPV ROUTINE Al FEBRILE SEIZURE

13 IND(AEFI)CHCHD20019 2020 Chandigarh 0Y3M1D MALE SEVERE AND RECOVERED 21-08-2020 OPV PENTA RVV ROUTINE A3 ABSCESS

14 IND(AEFI)CGBLM20001 2020 Chhattisgarh 0Yi1mM28D FEMALE | DEATH 03-11-2020 IPV OPV PENTA ROUTINE c MILK ASPIRATION

15 IND(AEFI)DLEAS20002 2020 Delhi 0Y3M18D MALE HOSPITALIZED & RECOVERED 17-09-2020 IPV OPV PENTA RVV ROUTINE c MENINGITIS

16 IND(AEFI)DLEAS20004 2020 Delhi 0Y2M9D MALE HOSPITALIZED & RECOVERED 16-09-2020 IPV OPV PENTA RVV ROUTINE c PYOGENIC MENINGITIS

17 IND(AEFI)DLEAS20005 2020 Delhi 0Y7M12D FEMALE | HOSPITALIZED & RECOVERED 25-09-2020 OPV PENTA RVV ROUTINE Al FEBRILE SEIZURE

18 IND(AEFI)DLNWE20009 2020 Delhi 0Y2m1D FEMALE | DEATH 29-07-2020 IPV OPV PENTA RVV ROUTINE c SIDS

19 IND(AEFI)DLNWE20010 2020 Delhi 0Y3M29D MALE HOSPITALIZED & RECOVERED 26-08-2020 IPV OPV PENTA RVV ROUTINE C HYPOCALCEMIC SEIZURE

20 IND(AEFI)DLNWE20011 2020 Delhi 0Yim21ib FEMALE | HOSPITALIZED & RECOVERED 02-09-2020 IPV OPV PENTA RVV ROUTINE Al FEBRILE SEIZURE

21 IND(AEFI)DLNWE20012 2020 Delhi 1Y7M20D MALE HOSPITALIZED & RECOVERED 23-09-2020 DPT MR OPV ROUTINE C ACUTE VIRAL ENCEPHALITIS
22 IND(AEFI)DLSDR20002 2020 Delhi oYyom1inbp FEMALE | HOSPITALIZED & RECOVERED 21-08-2020 BCG HEP-B OPV ROUTINE A3 INJECTION SITE ABSCESS
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CAUSALITY CLASSIFICATION OF 167 AEFI CASES REVIEWED AND APPROVED BY THE NATIONAL AEFI COMMITTEE
16th Nov 2021 - (NEW DELH]I)

A1 - VACCINE PRODUCT RELATED REACTION

A2 - VACCINE QUALITY DEFECT RELATED REACTION

A3 - IMMUNIZATION ERROR RELATED REACTION

A4 - IMMUNIZATION ANXIETY RELATED REACTION

B1 - TEMPORAL RELATIONSHIP IS CONSISTENT BUT THERE IS INSUFFICIENT DEFINITIVE EVIDENCE FOR VACCINE CAUSING EVENT
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C - COINCIDENTAL - UNDERLYING OR EMERGING CONDITION(s), OR CONDITIONS CAUSED BY EXPOSURE TO SOMETHING OTHER THAN VACCINE

D - UNCLASSIFIABLE

23 IND(AEFI)DLSOE20006 2020 Delhi oYyoman MALE HOSPITALIZED & RECOVERED 18-09-2020 BCG HEP-B OPV ROUTINE C ii?:&iiEMlA WITH RESPIRATORY
24 IND(AEFI)DLSOE20007 2020 Delhi o0Yyimieb MALE DEATH 10-10-2020 IPV OPV PENTA RVV ROUTINE C SIDS

25 IND(AEFI)DLSOE20008 2020 Delhi 1YOM2D FEMALE | HOSPITALIZED & RECOVERED 13-10-2020 IPV OPV PENTA RVV ROUTINE Al FEBRILE SEIZURE

26 IND(AEFI)DLSOE20009 2020 Delhi 1Y5MO0D MALE HOSPITALIZED & RECOVERED 21-10-2020 DPT MR OPV ROUTINE Al FEBRILE SEIZURE

27 IND(AEFI)GOGON20012 2020 Goa 1Y6M23D MALE SEVERE AND RECOVERED 03-08-2020 DPT JE OPV ROUTINE Al FEVER WITH URTICARIA

28 IND(AEFI)GOGON20013 2020 Goa 1Y6M11D MALE HOSPITALIZED & RECOVERED 27-08-2020 DPT JE OPV ROUTINE Al FEBRILE SEIZURE

29 IND(AEFI)GOG0S20018 2020 Goa 1Y4M18D FEMALE | SEVERE AND RECOVERED 20-08-2020 MMR ROUTINE Al PAROTITIS

30 IND(AEFI)GOG0S20022 2020 Goa 0Y3mM22D MALE HOSPITALIZED & RECOVERED 05-11-2020 IPV OPV PENTA RVV ROUTINE Al FEBRILE SEIZURE

31 IND(AEFI)GUBVN20002 2020 GUJARAT oOYomMobD FEMALE | DEATH 14-02-2020 BCG HEP-B OPV ROUTINE C ASPIRATION

32 IND(AEFI)GUDNG20002 2020 Gujarat 0Y3M17D FEMALE | SEVERE AND RECOVERED 27-08-2020 IPV OPV PENTA RVV ROUTINE Al LOCAL REACTION

33 IND(AEFI)GURJC20005 2020 GUJARAT 5YOM3D MALE SEVERE AND RECOVERED 01-06-2020 DPT ROUTINE Al PAIN AT INJECTION SITE

34 IND(AEFI)GURJC20007 2020 Gujarat oyomiano FEMALE | SEVERE AND RECOVERED 22-01-2020 BCG ROUTINE Al BCG SITE ABSCESS

35 IND(AEFI)GURJC20008 2020 GUJARAT 1Y6M10D FEMALE | SEVERE AND RECOVERED 28-04-2020 DPT MR ROUTINE Al FEBRILE SEIZURE

36 IND(AEFI)GURJC20009 2020 GUJARAT 0YSM13D MALE SEVERE AND RECOVERED 24-02-2020 MR ROUTINE A3 INJECTION SITE ABSCESS

37 IND(AEFI)HAKNL20003 2020 Haryana oOYom1inb MALE SEVERE AND RECOVERED 23-02-2020 BCG HEP-B OPV ROUTINE A3 ABSCESS

38 IND(AEFI)HAKNL20004 2020 Haryana o0Yamieb MALE HOSPITALIZED & RECOVERED 17-06-2020 OPV PENTA RVV ROUTINE Al FEBRILE SEIZURE

39 IND(AEFI)HAPKL20006 2020 Haryana 0Y1M15D MALE DEATH 09-09-2020 IPV OPV PCV PENTA RVV ROUTINE C SIDS

40 IND(AEFI)HAPKL20007 2020 Haryana 0Y3M17D MALE DEATH 16-09-2020 OPV PENTA ROUTINE c PNEUMONIA

41 IND(AEFI)HASNP20003 2020 Haryana 0Y1M13D FEMALE | DEATH 12-07-2020 IPV OPV PCV PENTA RVV ROUTINE C SIDS

42 IND(AEFI}JHIMT20001 2020 Jharkhand 0Y2mM25D FEMALE | DEATH 17-09-2020 IPV OPV PENTA RVV ROUTINE D SUDDEN UNEXPLAINED DEATH
43 IND(AEFI)KABEL20012 2020 Karnataka 0Y9SM8D MALE SEVERE AND RECOVERED 12-08-2020 OPV PENTA RVV ROUTINE Al ALLERGIC REACTION

44 IND(AEFI)KAKOD20001 2020 Karnataka 0Y2mM15D MALE SEVERE AND RECOVERED 18-08-2020 OPV PENTA RVV ROUTINE Al F;EE;%;?:_I:ESWELUNG AT
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CAUSALITY CLASSIFICATION OF 167 AEFI CASES REVIEWED AND APPROVED BY THE NATIONAL AEFI COMMITTEE
16th Nov 2021 - (NEW DELH]I)

A1 - VACCINE PRODUCT RELATED REACTION

A2 - VACCINE QUALITY DEFECT RELATED REACTION

A3 - IMMUNIZATION ERROR RELATED REACTION

A4 - IMMUNIZATION ANXIETY RELATED REACTION
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C - COINCIDENTAL - UNDERLYING OR EMERGING CONDITION(s), OR CONDITIONS CAUSED BY EXPOSURE TO SOMETHING OTHER THAN VACCINE

D - UNCLASSIFIABLE

45 IND(AEFI)KAMYS20012 2020 Karnataka 0Y3M27D MALE HOSPITALIZED & RECOVERED 08-05-2020 OPV PENTA ROUTINE c BRONCHOPNEUMONIA

46 IND(AEFI)KAMYS20013 2020 Karnataka 0Y5M12D MALE HOSPITALIZED & RECOVERED 18-05-2020 IPV OPV PENTA ROUTINE C MENINGITIS WITH HYPOCALCEMIA

47 IND(AEFI)KAMYS20015 2020 Karnataka 5Y11M0D FEMALE | HOSPITALIZED & RECOVERED 23-06-2020 DPT ROUTINE c SEIZURE DISORDER

48 IND(AEFI)KAMYS20016 2020 Karnataka 0Y3M13D MALE HOSPITALIZED & RECOVERED 30-07-2020 IPV OPV PENTA ROUTINE c HYPOCALCEMIC SEIZURE

49 IND(AEFI)KAMYS20017 2020 Karnataka 0Y4ama20oD MALE HOSPITALIZED & RECOVERED 12-08-2020 IPV. OPV PENTA ROUTINE B2 FEBRILE SEIZURE
PNEUMONIA WITH EMPYEMA

50 IND(AEFI)KAMYS20010 2020 Karnataka 1Y6M15D FEMALE | HOSPITALIZED & RECOVERED 30-04-2020 DPT MR OPV ROUTINE c THORACIS WITH SEPSIS AND
MALNUTRITION

51 IND(AEFI)KAMYS20011 2020 Karnataka 0Yim21D MALE HOSPITALIZED & RECOVERED 01-05-2020 IPV PENTA RVV OPV ROUTINE Al FEBRILE SEIZURE

52 IND(AEFI)KAMYS20018 2020 Karnataka oYamonb MALE HOSPITALIZED & RECOVERED 25-06-2020 PENTA OPV RVV ROUTINE C HYPOCALCEMIC SEIZURE

53 IND(AEFI)KAMYS20019 2020 Karnataka 0Y5M10D FEMALE | HOSPITALIZED & RECOVERED 01-10-2020 IPV PENTA ROUTINE c HYPOCALCEMIC SEIZURE

54 IND(AEFI)KAMYS20020 2020 Karnataka oYyamiz2p MALE HOSPITALIZED & RECOVERED 01-10-2020 IPV OPV PENTA ROUTINE c HYPOCALCEMIC SEIZURE

55 IND(AEFI)KAMYS20021 2020 Karnataka 1Y11M26D FEMALE | HOSPITALIZED & RECOVERED 26-10-2020 DPT ROUTINE Al :iiil'll:ll-i)?\lHZURE WITH LOCAL

56 IND(AEFI)KARMN20001 2020 Karnataka 0Y2m8D MALE HOSPITALIZED & RECOVERED 20-05-2020 IPV OPV PENTA RVV ROUTINE c SEIZURE AND PNEUMONIA

57 IND(AEFI)KARMN20002 2020 Karnataka 0Y1M18D FEMALE | DEATH 28-05-2020 IPV OPV PENTA RVV ROUTINE c SEPSIS

58 IND(AEFI)KARMN20003 2020 Karnataka 9Y9M24D MALE SEVERE AND RECOVERED 02-09-2020 TD ROUTINE Al FEBRILE SEIZURE

59 IND(AEFI)KARMN20004 2020 Karnataka 0OYi1M11D MALE HOSPITALIZED & RECOVERED 30-09-2020 BCG ROUTINE C SEPSIS

60 IND(AEFI)KARMN20006 2020 Karnataka 0Yim17D MALE DEATH 29-12-2020 IPV OPV PENTA RVV ROUTINE A3 'T'E)Plsl\lj;fE':'cl:ogll\jssT‘&CKBssEé:Ec;glDARY

61 IND(AEFI)KEKLM20012 2020 Kerala 16Y8M20D FEMALE | SEVERE AND RECOVERED 09-11-2020 TD ROUTINE C SEIZURE DISORDER

62 IND(AEFI)KEKLM20013 2020 Kerala 5Y7M7D FEMALE | SEVERE AND RECOVERED 17-11-2020 DPT ROUTINE Al URTICARIA

63 IND(AEFI)KEKLM20014 2020 Kerala 5YOM20D FEMALE | SEVERE AND RECOVERED 17-11-2020 DPT ROUTINE C SWELLING LEFT EYELID

64 IND(AEFI)KEPLK20023 2020 Kerala 1Y5M15D MALE SEVERE AND RECOVERED 15-07-2020 DPT MR OPV ROUTINE A3 INJECTION SITE ABSCESS

65 IND(AEFI)KEPLK20024 2020 Kerala 0Yi0M13D FEMALE | SEVERE AND RECOVERED 16-09-2020 DPT ROUTINE C EXCESSIVE BLINKING
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CAUSALITY CLASSIFICATION OF 167 AEFI CASES REVIEWED AND APPROVED BY THE NATIONAL AEFI COMMITTEE
16th Nov 2021 - (NEW DELH]I)

A1 - VACCINE PRODUCT RELATED REACTION

A2 - VACCINE QUALITY DEFECT RELATED REACTION

A3 - IMMUNIZATION ERROR RELATED REACTION

A4 - IMMUNIZATION ANXIETY RELATED REACTION

B1 - TEMPORAL RELATIONSHIP IS CONSISTENT BUT THERE IS INSUFFICIENT DEFINITIVE EVIDENCE FOR VACCINE CAUSING EVENT

B2 - REVIEWING FACTORS RESULT IN CONFLICTING TRENDS OF CONSISTENCY AND INCONSISTENCY WITH CAUSAL ASSOCIATION TO IMMUNIZATION

C - COINCIDENTAL - UNDERLYING OR EMERGING CONDITION(s), OR CONDITIONS CAUSED BY EXPOSURE TO SOMETHING OTHER THAN VACCINE
D - UNCLASSIFIABLE

66 IND(AEFI)KEPLK20026 2020 Kerala 0YimMi19D FEMALE | HOSPITALIZED & RECOVERED 14-10-2020 OPV RVV ROUTINE A3 ASPIRATION

67 IND(AEFI)KEPLK20027 2020 Kerala 0Yim20D FEMALE | HOSPITALIZED & RECOVERED 04-11-2020 IPV OPV PENTA RVV ROUTINE Al FEBRILE SEIZURE

68 IND(AEFI)KEPLK20028 2020 Kerala 2Y3M4D MALE HOSPITALIZED & RECOVERED 13-11-2020 DPT MR OPV ROUTINE Al FEBRILE SEIZURE

69 IND(AEFI)KEPLK20029 2020 Kerala 1YeM2D FEMALE | HOSPITALIZED & RECOVERED 21-11-2020 DPT MR OPV ROUTINE Al FEBRILE SEIZURE

70 IND(AEFI)KEPLK20030 2020 Kerala 0YimMi13D MALE HOSPITALIZED & RECOVERED 11-11-2020 IPV OPV PENTA RVV ROUTINE c FEVER WITH PERSISTENT CRY
71 IND(AEFI)KEWYD20008 2020 Kerala 0Yamiip MALE SEVERE AND RECOVERED 05-08-2020 IPV OPV PENTA RVV ROUTINE Al FEBRILE SEIZURE

72 IND(AEFI)KEWYD20009 2020 Kerala 0Yim22D FEMALE | SEVERE AND RECOVERED 11-08-2020 IPV OPV PENTA RVV ROUTINE C GASTROENTERITIS

73 IND(AEFI)KEWYD20013 2020 Kerala 5Y0M18D MALE SEVERE AND RECOVERED 30-09-2020 DPT ROUTINE Al IF"GI{IE\IC%NOI?\ISS\:\:_ELLING AT

74 IND(AEFI)KEWYD20014 2020 Kerala oOYom1inb FEMALE | SEVERE AND RECOVERED 12-08-2020 OPV BCG ROUTINE Al EYCI\(;‘I:}[I-I:DAEIIB\ISI'CI'ESS WITH

75 IND(AEFI)MPBTL20002 2020 Madhya Pradesh 6Y3M9D MALE SEVERE AND RECOVERED 14-07-2020 DPT ROUTINE Al PYREXIA

76 IND(AEFI)MPBPL20005 2020 Madhya Pradesh 0Y1oM29D FEMALE | SEVERE AND RECOVERED 10-11-2020 DPT MR OPV ROUTINE Al FEVER

77 IND(AEFI)MPIDR20003 2020 Madhya Pradesh oyomiz2bp FEMALE | DEATH 01-12-2020 BCG OPV ROUTINE c SIDS

78 IND(AEFI)MPRTM20001 2020 Madhya Pradesh 0Yim22D FEMALE | HOSPITALIZED & RECOVERED 09-11-2020 IPV OPV PCV PENTA RVV ROUTINE Al FEBRILE SEIZURE

79 IND(AEFI)MHBMC20027 2020 Maharashtra 0Y8m3ob MALE SEVERE AND RECOVERED 06-08-2020 OPV PENTA RVV ROUTINE Al FEBRILE SEIZURE

80 IND(AEFI)MHMBC20002 2020 Maharashtra 0OY2mebD FEMALE | SEVERE AND RECOVERED 22-01-2020 PENTA ROUTINE Al LOCAL REACTION

81 IND(AEFI)MHPLG20002 2020 Maharashtra 0Y1mM18D FEMALE | DEATH 15-08-2020 IPV OPV PENTA RVV ROUTINE D SUDDEN UNEXPLAINED DEATH
82 IND(AEFI)MHPNC20003 2020 Maharashtra 1Y6MOD FEMALE | SEVERE AND RECOVERED 28-08-2020 DPT MR OPV ROUTINE Al FEVER

83 IND(AEFI)MZAZE20001 2020 Mizoram 0Y7MO0D MALE SEVERE AND RECOVERED 08-07-2020 IPV OPV PENTA ROUTINE Al FEBRILE ILLNESS

84 IND(AEFI)ORGJP20002 2020 Odisha 0Y4ama2D FEMALE | SEVERE AND RECOVERED 07-10-2020 PENTA ROUTINE A3 INJECTION ABSCESS

85 IND(AEFI)ORGJP20004 2020 Odisha 0Yami2D MALE HOSPITALIZED & RECOVERED 21-10-2020 IPV OPV PENTA RVV ROUTINE c SEVERE PNEUMONIA

86 IND(AEFI)ORGJM20006 2020 Odisha 0OYimieb MALE HOSPITALIZED & RECOVERED 21-10-2020 IPV OPV PENTA RVV ROUTINE C SEVERE PNEUMONIA WITH SEPSIS
87 IND(AEFI)ORGJM20009 2020 Odisha 1Y4AM7D MALE HOSPITALIZED & RECOVERED 23-12-2020 DPT JE MR OPV ROUTINE Al FEBRILE SEIZURE

Page 4 of 8
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D - UNCLASSIFIABLE

88 IND(AEFI)ORJSG20001 2020 Odisha 5Y5M3D MALE HOSPITALIZED & RECOVERED 05-08-2020 DPT ROUTINE C SEIZURE

89 IND(AEFI)ORRYG20004 2020 Odisha 0Yi1mM27D FEMALE | DEATH 21-10-2020 BCG IPV OPV PENTA RVV ROUTINE C SIDS

90 IND(AEFI)PDKKL20002 2020 Puducherry 0Yim20D FEMALE | HOSPITALIZED & RECOVERED 24-09-2020 IPV OPV PENTA RVV ROUTINE Al FEBRILE SEIZURE

91 IND(AEFI)PDKKL20004 2020 Puducherry 1Y4M29D FEMALE | HOSPITALIZED & RECOVERED 10-12-2020 DPT MR OPV ROUTINE Al FEBRILE SEIZURE

92 IND(AEFI)PDMAE20003 2020 Puducherry 6YOM10D MALE SEVERE AND RECOVERED 26-11-2020 DPT ROUTINE A3 CELLULITIS

93 IND(AEFI)PBGDP20003 2020 Punjab 0Yimis5D MALE HOSPITALIZED & RECOVERED 19-08-2020 IPV OPV PENTA RVV ROUTINE A3 INJECTION SITE ABSCESS

94 IND(AEFI)PBMHL20009 2020 Punjab 1Y6MS5D MALE SEVERE AND RECOVERED 15-07-2020 DPT MR ROUTINE Al ALLERGIC RASH

95 IND(AEFI)PBMHL20010 2020 Punjab 1Y6M10D MALE SEVERE AND RECOVERED 15-07-2020 DPT MR ROUTINE Al ALLERGIC RASH

96 IND(AEFI)RIDGP20001 2020 Rajasthan 1Y5M17D MALE HOSPITALIZED & RECOVERED 05-11-2020 DPT MR OPV ROUTINE Al FEBRILE SEIZURE

97 IND(AEFI)TNERD20001 2020 TAMIL NADU 0Yi1mM18D FEMALE | SEVERE AND RECOVERED 07-10-2020 PENTA ROUTINE Al ::IEJ\;ECSI'I?DNNDST'IFENESS AT

98 IND(AEFI)TNKPM20007 2020 Tamil Nadu 0Y1M14D MALE HOSPITALIZED & RECOVERED 15-07-2020 IPV OPV PENTA RVV ROUTINE C SEIZURE

99 IND(AEFI)TNKPM20008 2020 Tamil Nadu 0Y3M15D MALE HOSPITALIZED & RECOVERED 22-07-2020 IPV OPV PENTA RVV ROUTINE B1 ?liLCJgIEHDAIigEI\;AYlENSLED

100 IND(AEFI)TNKPM20011 2020 TAMIL NADU 0Y1M19D MALE HOSPITALIZED & RECOVERED 18-11-2020 IPV OPV PENTA RVV ROUTINE C BIEAHRYIT)HREA"A'I'I\g:;IrH SEVERE

101 IND(AEFI)TNKKM20002 2020 TAMIL NADU 6Y1M20D MALE HOSPITALIZED & RECOVERED 23-10-2020 DPT ROUTINE Al URTICARIA WITH ANGIOEDEMA
102 IND(AEFI)TNKRR20004 2020 Tamil Nadu 0Y3M14D FEMALE | SEVERE AND RECOVERED 18-09-2020 IPV OPV PENTA RVV ROUTINE Al FEVER AND LOCAL REACTION
103 IND(AEFI)TNRAM20001 2020 Tamil Nadu 0Y2am21D FEMALE | SEVERE AND RECOVERED 26-08-2020 OPV PENTA RVV ROUTINE Al FEVER WITH LOCAL REACTION
104 IND(AEFI)TNTNI20003 2020 Tamil Nadu oOYiwomsbD MALE HOSPITALIZED & RECOVERED 11-12-2020 MR ROUTINE C FEBRILE SEIZURE

105 IND(AEFI)TNTNI20002 2020 Tamil Nadu 0Y9SM8D MALE HOSPITALIZED & RECOVERED 09-12-2020 MR ROUTINE c FEBRILE SEIZURE

106 IND(AEFI)TNTRY20004 2020 Tamil Nadu 1Y4M25D FEMALE | HOSPITALIZED & RECOVERED 28-10-2020 DPT JE MR OPV ROUTINE Al FEBRILE SEIZURE

107 IND(AEFI)TNTNV20005 2020 Tamil Nadu 0Yimieb MALE HOSPITALIZED & RECOVERED 19-08-2020 IPV OPV PENTA RVV ROUTINE Al FEBRILE SEIZURE

108 IND(AEFI)TSMBR20001 2020 Telangana 1Y7M2D MALE HOSPITALIZED & RECOVERED 19-08-2020 DPT JE MR OPV ROUTINE Al FEBRILE SEIZURE

109 IND(AEFI)TSSGY20002 2020 Telangana oyomiz2p MALE SEVERE AND RECOVERED 18-07-2020 BCG ROUTINE A3 INJECTION SITE ABSCESS
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A4 - IMMUNIZATION ANXIETY RELATED REACTION

B1 - TEMPORAL RELATIONSHIP IS CONSISTENT BUT THERE IS INSUFFICIENT DEFINITIVE EVIDENCE FOR VACCINE CAUSING EVENT

B2 - REVIEWING FACTORS RESULT IN CONFLICTING TRENDS OF CONSISTENCY AND INCONSISTENCY WITH CAUSAL ASSOCIATION TO IMMUNIZATION
C - COINCIDENTAL - UNDERLYING OR EMERGING CONDITION(s), OR CONDITIONS CAUSED BY EXPOSURE TO SOMETHING OTHER THAN VACCINE

D - UNCLASSIFIABLE

110 IND(AEFI)UPBDH20001 2020 Uttar Pradesh 0Y1mM28D MALE DEATH 07-11-2020 BCG IPV OPV PCV PENTA RVV ROUTINE c SIDS

111 IND(AEFI)UPETW20001 2020 Uttar Pradesh oYyYom7D MALE DEATH 14-09-2020 BCG OPV ROUTINE C ASPIRATION PNEUMONIA

112 IND(AEFI)UPETW20002 2020 Uttar Pradesh 0Y2mM3D MALE DEATH 17-11-2020 BCG IPV OPV PCV PENTA ROUTINE C SIDS

113 IND(AEFI)UACML20001 2020 Uttarakhand 0Yim23D MALE DEATH 26-08-2020 IPV OPV PENTA RVV ROUTINE c SIDS

114 IND(AEFI)WBSPG20024 2020 West Bengal 0OY7M9D MALE SEVERE AND RECOVERED 12-08-2020 IPV OPV PENTA RVV ROUTINE c GASTROENTERITIS

115 IND(AEFI)WBSPG20029 2020 West Bengal 0YoSM8D FEMALE | SEVERE AND RECOVERED 02-09-2020 IPV OPV PENTA RVV ROUTINE Al ALLERGIC RASH

116 IND(AEFI)WBSPG20031 2020 West Bengal 1Y2M30D FEMALE | SEVERE AND RECOVERED 10-09-2020 IPV OPV PENTA RVV ROUTINE c FEBRILE EXAMTHEMATOUS RASH
117 IND(AEFI)WBSPG20034 2020 West Bengal 0Yamiip FEMALE | HOSPITALIZED & RECOVERED 06-10-2020 IPV OPV PENTA RVV ROUTINE Al FEBRILE SEIZURE

118 IND(AEFI)WBAPD20011 2020 West Bengal 0YoamM22D MALE SEVERE AND RECOVERED 13-08-2020 JE MR ROUTINE Al FEVER

119 IND(AEFI)WBAPD20012 2020 West Bengal 0Y2M5D FEMALE | SEVERE AND RECOVERED 19-08-2020 PENTA ROUTINE Al LOCAL REACTION

120 IND(AEFI)WBAPD20013 2020 West Bengal 0Y3M8D FEMALE | DEATH 09-09-2020 OPV RVV PENTA ROUTINE D SUDDEN UNEXPLAINED DEATH
121 IND(AEFI)WBAPD20014 2020 West Bengal 1Y4M16D MALE HOSPITALIZED & RECOVERED 04-11-2020 DPT OPV MR JE ROUTINE Al FEBRILE SEIZURE

122 IND(AEFI)WBDJL20001 2020 West Bengal 5Y0OM29D FEMALE | SEVERE AND RECOVERED 19-02-2020 DPT ROUTINE Al INJECTION SITE PAIN ERYTHYEMA
123 IND(AEFI)WBDMD20008 2020 West Bengal 1Y4M2D FEMALE | HOSPITALIZED & RECOVERED 17-08-2020 DPT IPV JE MR OPV ROUTINE c IL'\CI);/I\EIE_?ISESPIRATORY TRACT
124 IND(AEFI)WBHRA20008 2020 West Bengal 2Y2M11D MALE SEVERE AND RECOVERED 19-09-2020 OPV Campaign C ACUTE GASTROENTERITIS

125 IND(AEFI)WBHRA20009 2020 West Bengal 0Yama3b FEMALE | SEVERE AND RECOVERED 22-09-2020 OPV Campaign c FEBRILE ILLNESS

126 IND(AEFI)WBHRA20010 2020 West Bengal 5YOMOD FEMALE | SEVERE AND RECOVERED 18-09-2020 DPT ROUTINE Al SWELLING AT INJECTION SITE
127 IND(AEFI)WBHRA20012 2020 West Bengal 1Y4M18D FEMALE | HOSPITALIZED & RECOVERED 10-12-2020 DPT JE MR OPV ROUTINE Al FEBRILE SEIZURE

128 IND(AEFI)WBHRA20013 2020 West Bengal 0OYOM14D MALE DEATH 17-12-2020 BCG OPV ROUTINE D SUDDEN UNEXPLAINED DEATH
129 IND(AEFI)WBCAL20010 2020 West Bengal oyomonb MALE SEVERE AND RECOVERED 21-08-2020 BCG HEP-B OPV ROUTINE A3 INJECTION SITE ABSCESS

130 IND(AEFI)WBCAL20011 2020 West Bengal 5YOM20D FEMALE | SEVERE AND RECOVERED 30-12-2020 DPT ROUTINE Al ALLERGIC RASH

131 IND(AEFI)WBCAL20012 2020 West Bengal 1Y4M21D FEMALE | HOSPITALIZED & RECOVERED 30-12-2020 DPT JE MR OPV ROUTINE Al SEIZURE
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CAUSALITY CLASSIFICATION OF 167 AEFI CASES REVIEWED AND APPROVED BY THE NATIONAL AEFI COMMITTEE
16th Nov 2021 - (NEW DELH]I)

A1 - VACCINE PRODUCT RELATED REACTION

A2 - VACCINE QUALITY DEFECT RELATED REACTION

A3 - IMMUNIZATION ERROR RELATED REACTION

A4 - IMMUNIZATION ANXIETY RELATED REACTION
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D - UNCLASSIFIABLE

132 IND(AEFI)WBMBD20013 2020 West Bengal 27D FEMALE | HOSPITALIZED & RECOVERED 22-08-2020 BCG HEP-B OPV ROUTINE A3 LOCAL ABSCESS

133 IND(AEFI)WBMBD20014 2020 West Bengal 0Yimiob FEMALE | DEATH 24-09-2020 BCG IPV OPV PENTA RVV ROUTINE C SIDS

134 IND(AEFI)WBNDG20003 2020 West Bengal 0Y8mza23b FEMALE | SEVERE AND RECOVERED 18-06-2020 IPV OPV PENTA RVV ROUTINE C FEVER

135 IND(AEFI)WBNDG20004 2020 West Bengal 5Y0M22D MALE SEVERE AND RECOVERED 18-08-2020 DPT ROUTINE Al ALLERGIC RASH

136 IND(AEFI)WBNDG20006 2020 West Bengal 0Y2m23D MALE SEVERE AND RECOVERED 04-11-2020 OPV PENTA RVV ROUTINE A3 INJECTION SITE CELLULITIS
137 IND(AEFI)WBUDJ20004 2020 West Bengal 1Y6eM16D FEMALE | SEVERE AND RECOVERED 09-07-2020 DPT JE MR ROUTINE A3 INJECTION SITE CELLULITIS
138 IND(AEFI)APKRN21001 2021 Andhra Pradesh 0Y2m1bD FEMALE | HOSPITALIZED & RECOVERED 10-02-2021 IPV OPV PENTA RVV ROUTINE c SEPSIS WITH MENINGITIS
139 IND(AEFI)DLSOE21001 2021 Delhi 5Y10M1D MALE HOSPITALIZED & RECOVERED 16-01-2021 DPT ROUTINE B2 SEIZURE

140 IND(AEFI)DLSOE21002 2021 Delhi 1Y6M15D FEMALE | HOSPITALIZED & RECOVERED 19-01-2021 DPT MR OPV ROUTINE c FEVER WITH RASH

141 IND(AEFI)GUJMD21001 2021 Gujarat 0Yi1mM18D MALE SEVERE AND RECOVERED 15-01-2021 IPV OPV PENTA RVV ROUTINE Al INJECTION SITE SWELLING
142 IND(AEFI)GUJMD21002 2021 Gujarat 0Y4amMi13D FEMALE | HOSPITALIZED & RECOVERED 10-03-2021 IPV OPV PENTA RVV ROUTINE Al RASH

143 IND(AEFI)GUJMD21003 2021 Gujarat 1Y4M22D MALE HOSPITALIZED & RECOVERED 23-04-2021 DPT MR OPV ROUTINE Al FEBRILE SEIZURE

144 IND(AEFI)JHRNC21001 2021 Jharkhand 0Y9M18D FEMALE | SEVERE AND RECOVERED 11-03-2021 JE MR ROUTINE c ACUTE GASTROENTERITIS
145 IND(AEFI)KABMP21002 2021 Karnataka 0Y4am4D MALE HOSPITALIZED & RECOVERED 18-03-2021 IPV OPV PENTA RVV ROUTINE Al FEBRILE SEIZURE

146 IND(AEFI)KEKLM21002 2021 Kerala 0Y3M22D FEMALE | HOSPITALIZED & RECOVERED 07-04-2021 IPV OPV PENTA RVV ROUTINE Al FEBRILE SEIZURE

147 IND(AEFI)KEKLM21003 2021 Kerala 0Y9SM8D FEMALE | SEVERE AND RECOVERED 12-04-2021 MR ROUTINE c FEVER WITH RASH &DIARRHOEA
148 IND(AEFI)KEPLK21001 2021 Kerala 0Y9IM28D FEMALE | SEVERE AND RECOVERED 20-01-2021 PENTA ROUTINE A3 ZVFRSE(\;/\A/?EE\:;E (PENTA INSTEAD
149 IND(AEFI)MPBPL21001 2021 Madhya Pradesh 4Y5M15D MALE SEVERE AND RECOVERED 13-02-2021 ANTIRABIES ROUTINE Al RASH

150 IND(AEFI)MHMMC21001 2021 Maharashtra 0Y3M2D MALE DEATH 07-01-2021 OPV PENTA RVV ROUTINE C SIDS

151 IND(AEFI)MHMMC21002 2021 Maharashtra oyomonb FEMALE | DEATH 30-03-2021 BCG HEP-B OPV ROUTINE c PNEUMONIA

152 IND(AEFI)ORGIM21001 2021 ODISHA 0Y1M19D FEMALE | HOSPITALIZED & RECOVERED 31-01-2021 OPV Campaign C VOMITING

153 IND(AEFI)ORGIM21002 2021 ODISHA 0YimM14D MALE HOSPITALIZED & RECOVERED 27-01-2021 IPV OPV PENTA RVV ROUTINE Al FEBRILE SEIZURE

Page 7 of 8




CAUSALITY CLASSIFICATION OF 167 AEFI CASES REVIEWED AND APPROVED BY THE NATIONAL AEFI COMMITTEE
16th Nov 2021 - (NEW DELH]I)

A1 - VACCINE PRODUCT RELATED REACTION

A2 - VACCINE QUALITY DEFECT RELATED REACTION

A3 - IMMUNIZATION ERROR RELATED REACTION

A4 - IMMUNIZATION ANXIETY RELATED REACTION

B1 - TEMPORAL RELATIONSHIP IS CONSISTENT BUT THERE IS INSUFFICIENT DEFINITIVE EVIDENCE FOR VACCINE CAUSING EVENT

B2 - REVIEWING FACTORS RESULT IN CONFLICTING TRENDS OF CONSISTENCY AND INCONSISTENCY WITH CAUSAL ASSOCIATION TO IMMUNIZATION
C - COINCIDENTAL - UNDERLYING OR EMERGING CONDITION(s), OR CONDITIONS CAUSED BY EXPOSURE TO SOMETHING OTHER THAN VACCINE

D - UNCLASSIFIABLE

154 IND(AEFI)ORGJIM21003 2021 Odisha 0YimM30D MALE HOSPITALIZED & RECOVERED 27-01-2021 IPV OPV PENTA RVV ROUTINE Al FEBRILE SEIZURE

155 IND(AEFI)ORJSP21001 2021 Odisha 0Y5M4D FEMALE | DEATH 17-02-2021 IPV OPV PENTA RVV ROUTINE C ASPHYXIA DUE TO ASPIRATION
156 IND(AEFI)ORRYG21001 2021 Odisha 1Y5M13D FEMALE | HOSPITALIZED & RECOVERED 17-03-2021 DPT JE MR ROUTINE Al FEBRILE SEIZURE

157 IND(AEFI)PBPTL21001 2021 Punjab 15Y11M5D MALE HOSPITALIZED & RECOVERED 06-01-2021 TD ROUTINE Al ALLERGIC REACTION

158 IND(AEFI)TNKPM21002 2021 Tamil Nadu OY1IMS5D MALE HOSPITALIZED & RECOVERED 31-01-2021 OPV Campaign c FEBRILE SEIZURE

159 IND(AEFI)UPBJN21001 2021 Uttar Pradesh o0Yamzaibp MALE DEATH 16-02-2021 PENTA RVV ROUTINE c :EC;JSTE GASTROENTERITIS WITH
160 IND(AEFI)UPBIN21002 2021 Uttar Pradesh 0Yamieb FEMALE | DEATH 23-02-2021 IPV OPV PCV PENTA RVV ROUTINE D SUDDEN UNEXPLAINED DEATH
161 IND(AEFI)UPBLS21001 2021 Uttar Pradesh 1Y4MS5D FEMALE | DEATH 02-01-2021 DPT MR OPV ROUTINE D SUDDEN UNEXPLAINED DEATH
162 IND(AEFI)WBAPD21001 2021 West Bengal 1Y4M11D FEMALE | SEVERE AND RECOVERED 06-01-2021 DPT ROUTINE Al LOCAL REACTION

163 IND(AEFI)WBAPD21002 2021 West Bengal 5Y2M18D FEMALE | HOSPITALIZED & RECOVERED 06-01-2021 DPT ROUTINE Al FEVER AND VOMITING

164 IND(AEFI)WBAPD21004 2021 West Bengal 0Y2mi12D MALE DEATH 18-03-2021 PENTA RVV OPV ROUTINE c PNEUMONIA

165 IND(AEFI)WBAPD21005 2021 West Bengal oYyim22D FEMALE | HOSPITALIZED & RECOVERED 07-04-2021 IPV OPV PENTA ROUTINE Al FEVER WITH LOCAL REACTION
166 IND(AEFI)WBCAL21005 2021 West Bengal 0OYimieb MALE HOSPITALIZED & RECOVERED 10-02-2021 IPV OPV PENTA RVV ROUTINE Al SEIZURE

167 IND(AEFI)WBCAL21003 2021 West Bengal 1Y5M1D FEMALE | SEVERE AND RECOVERED 27-01-2021 DPT JE MR ROUTINE Al FEBRILE SEIZURE
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