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Dr Kakeslh Kumar, 1AS

Jeint Secretary (RMMCHA),

Ministry of Healtl and Family Welfare,
Room Mo, 145-A, Nitman Bhawan
MNew Delhi - 110003

Sub:  Causality Assevsmenl of 141 rions AFFIs hmalised b Mational AE
Comm ithes
Dear D Rakesh Kumar,

In continuation with the previous letter ne. IEQ-DethiAGEN-Corres 201 3/INC-301 dated 3" December
2015, please find the causality assessment of next batch of 141 reported serious AEFIs as finalised by
the National AEFT Committee,

The peool of national experts trained on the globally accepted WHO/CIOMS Causality Assessment
protucol have participated in monthly Causality Assessment meetings conducted at Lady Hardinge
Medical College {National AEFI Technical Collaborating Centre}. Considering the importance and
critical nature of the task, SOPs for causality assessment have been laid down for quality assurance.
This causality report has been endorsed by the Nalional AEFI Comntittee in its last mesting held on
21* Dec2013.

Out of 141 cases, 36% (3] cases) of the reported serious AEFTs are consistent causal relation to
immunization {A) but agne is due to quality defeet in manufacturing of vaccines. Out of 51 cases, 41
cases were dug to vaccing prduct related reaction, B cases were due Lo inmsunization error related
reaction and 2 cases due 1o immunization anxiety telated reaclion. More than one third (36%) of the
reported serious AFFis have inconsistent cavsal associalion relation to immuonization (eo incidental}.
Sixteen cases remained in unclassifiable category dug to inadequate information. Amaong these 141
cates, none of the reporied AEFT deaths had consistent cuvuul wssociation with immunisation,

It is important to note that as on Y Diecernber 20135, 2306 cases(beltween 01 Jan 2012 and 05
December 20151 of sericus ARFls were reported indicating that fhe AFFI events are well within the
expected rates though there is an overal] need o turther improve survcillance. The Mational AEFI
Surveillance during this pericdd has shuwn significant improvement and number of districts reporling
serious AEL is gradually increasing.

The anonymized line Tl of the causality assessment donc by Lhe National AEL1 Committee is
attached far your perusal and records, Following is the summary of the Cansality Assessmenl Report
appendead with this ketier.
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Serinus AEF] cases veviewed hy

CLASSIFICATION National AEFI Cumnittee
A: CONSISTENT {A1ISAL RELATION TO IMMUNIZATION sl
AVIVAUCING FHODUCT RELATED REACTION) a1

_pt_I {vACCINE QUALLTY DEFECT RELATIIY
A (IMMUMIZATION ERROR RELATE REACTION)
Ad (IMMUNIZATIN ANXIETY RELATED REACTION)

BN TERMINATI)
EVENT BCHLLOWENY ¥ACCINATION BUT POCGR EVIDENCE 15
AVAILABLE FOR SURENGTH OF ASSOCIATION OR 23
EVIDEMCES GIVE COMFLICTIMNG THIHCATICHS 300
CAUSALITY CANMOT BE FIXED)
C (COINCIDENTAL) INCONSISTENT CAUSAL RELATION T4

IMMUNLZATION

UNIIERLYTNG OF EMERGING CONDITION{R), OR CONMDIIFIONS =]
CAUSED BY EXPOSURE TO SOMETHLNG YT 1R TTIAN

VALCINID

D (UNCLASSIFIABLE)

IMFORMATION 15 INADEQUATE TO FORM VA LI IJIAGHNOSIS

1O THE EVYENT DUE TO INCOMPLETE 16
DOCUMENTATIONPOOR CLINICAL INFOGRMATION) —
TOTAL i 141

Out of 2506 reported serious AEFI cases between Q1 lanuary 2012 and 5" December 2015, the
causality of 912reported serious AEFIs has been reviewed and endorsed by the National AEF]
Commitiee so far and submitted to your office. The National AEF] Secretariat is working
systematically with all stakeholders to complete the causality assessment of remaining cases.

I shall be happy to clarify further if required.
Thanking vou,

With regards,
NN elain

Narendra K Arora,
Chairpersan, National AEI'] Commitiec

Copy

» DMK Aggarwal, Deputy Commissioner (UTP), MOHFW

= Tir Pradeep Haldar, Deputy Commissioner (i), MOHEW

v Dr (Director-Prof) % Aneja, Chairperson, CA subcommittee of National AFEFE
Committee & Technival Coordinator, National ACTT Technical Collabarating Centre,
LHMC & K5CH, New Delhi

+ D¢ Jyati Joshi Jain, Depuly Dircelor and Senior Advisor-ALF] Survcillance and
vaccine safety, I1'SU



Causality assessment report of 141 reported Serious Adverse Events
Following Tmmamization (AEFD cascs, appraved by National ALFI
Commnittee

The Immunizsiion Division of Ministry of Health & Family Weltare
hus taken several steps to improve the Natonal AEFT surverlance system,
both the quality of mvestigalion of cases al slate level and their causality
assessment di navional level, Considering the unportanee and critical nature
of the task. SOPs for causality asscssinend (CAY have been laid down as
quality assurance. The CA subcommitree i housed ar Ladv Harding
Medical Codlege which is also the National AEFI Technical Colluborating
Centre. The first round ol Causality Assessment is undertaken by this suh-
cunnitlee.

AETT deaths, atfributed fo the vaceine ar programme ertor arg
reviewed again by u spectally constituted review pancl comprising of the
chairs of the 4 subcommittees of the National ALEFT Commitee (ic.
Causality asscssment, investigation, media and laboratory subcommitlees)
chaired by Chairman. National AEF1 commitice. The causality assessment
reparts are presented o the National AEFT Committee.

The results of the Cavsalily Assessment for 141 cases completed over
the past fow monihs afler thorough review. deliberation and approval by the
Nationat AEF] Commiteee is placed below { The anonymized line list of the
causality assessmient done by (the National AEFT Commitice as auncxurc),

Many of the reported scrious AEFIs are coincidental (51) and
Cumnsistent Causal Relation to Immuanization {(51) and none have been found
e be duc o gualily delect in manufacturing vaccines,



Al - VACOINE PAODUCT RELATED REACTION

A2 - VACCIME QILKALITY DEFECT RELATED REALTION

AZ - IMMUNIZATION EAROR RELATED REACTION

Ad - IMMUNLZATION ANYIETY RELATED REACTION

CAUSALITY CLASSIFICATHON CF 141 AFFI CASES REVIEWED AND TC: BE APPROYED BY THE NATIONAL AEFI COMMITTEE

21" DECEMBER 2015 - {DELHI}

B1 - TEMPORAL RELATIGNSHIF (5 CONSISTENT BUT THERE 15 INSUFFICIENT REFINITIVE EVIDENCE FOR VACCINE CAUSING EVENT

B3 - REVIEWING FACTORS AESULT IN CONFLICTING TAENDS OF COMSISTENCY AND INCONSISTEMCY WITH CAUSAL ASSOCIATHON TCO IMMUNIZATION
C - COINCIDENTAL - UNDERLYING OF EMERGING CONDITION(s!, OR CONDITIONS CAUSED EY EXPOSURE TO SOMETHING OTHER THAN YACONE

0 - UNCLASSIFIABLE

8. NO. NATIONAL 10 YEAR STATE EAR e pay | SEX | REASONFOR REPORTING | DATEDF ANTIGENS pdiorie e
SUBLCOMMIMTE
1 IND{AEFIAPYEM12002 | 2042 | ANDHRA PRADESH 200 F CEATH 1540420112 OPY SIA c
2 | NDEFIASMRG12001 | 2012 ASSAM 2 M DEATH 0/04/2012 PENTA St ¢
3 | IND@EFNASUDGIZ001 | 2012 ASSAM 5M F CEATH 0804/2012 oFY siA c
4 | wopeFiBvsLIZ0oY | 2012 BIHAR 2126 D F HOSPITALIZED 1110812012 BOPV sia A1
5 IND{ACFIIC GO 2004 2012 CHHATTISCARH dmM 30 F DEATH Q105/2012 OPY DPT ROUTINE C
6 | INDIAEFDLEAS12001 | 2012 DEL BMZD M DEATH 28/08/2013 OFY CPT HEP-H ROUTINE ¢
7 INDAEFIHAPKLTZO0 | 2012 HARYANA 2M27 D M HOSPITALIZED 23/05i2C12 0PV OPT HEP-B ROUTINE B2
s | IND(AEFIKAMYE 2001 | 2012 KARKATAKA M M CLUSTER 02/08/2012 MEASLES VIT-A ROUTINE D
9 INDIAEFKAMYS 12002 | 2012 KARNATAKA oM F CLUSTER 02008/2012 MEASLES VIT-A ROUTINE D
10 | iNDserikEAsZI2008 | 2012 KERALA 1M13D a HOSPITALIZED 45A00/2012 Q= PENTA ROUTINE D
11 INDLAEFIKEW PR 1 2006 2012 KERALA 1TM15D i HOSPITALIZED 2BM1JZ012 Q7Y PENTA ROUTINE 4
12 IMCxAEFIPEPTL 12001 a2 FINLIAE aMiD F DEATH 211112042 OFY OPT HEP-B RQUTIHNE o
13 INC{AEFTLPYRM1 2001 012 LLTTAR PRADESH ZMZZD A DEATH o205 OFyY OPT HEP-B ROUTINE o
14 IND{AEF B PGHD 2001 202 LTTAR PRADESH 1D b DEATH 1206/2012 P HEP-B BLG ROUTINE c
15 IND{AEFIAMSCHR 12001 2711 ASEAN 2Y4M28 0 F HOSPITALIZED ol A Rin) K] DRy S1A C
18 INDEAEF ASGLP13001 2013 ASEAN 4M180 F DEATH 10002002 OFY OFT FEF-B ROLTIME o
17 IMOKAEF1JASJHT 13001 2012 ASTAM ZYBMI6R F HOEPITALIZED 25272013 DRT FOUTINE Al
1B IND(AEFA 3SR 2001 2HM3 ASEAM 1170 F DEATH 13152043 QFY DPT HEPB ROUTIHE o
18 | INoerpBicPEII0Z | 2013 BHAR 1a¥ F CLUSTER 051212013 I Sia a4
-
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Al - VACCINE PRODUCT RELATED REACTION

Al - YACCINE CUALTY DEFECT RELATED REACTION

A3 - IMMUNIZATION ERROR RELATED REALTION

Ad - IMRUHIZATION AMXIETY RELATED REALCTION

B - TEMPORAL RELATIONSH P |5 £ONSISTEMT BUT THERE 15 INSUFRICIENT DEFENITIVE EVIDEN CF FOR VACONE CAUSING EVENT

BZ - REVIEWING FACTORS RESULT [N CONFUCTING TRENDS DF COMSISTENCY AND INCOMEISTENCY WATH CALSAL ASSOCIATION TO IMMLUNIZATION
C - COINCIDENTAL - LNDERLYING 138 EMERGING CONCHTION( 5], OR CONDIMONS CAUSED BY EXPOSURE TO SOMETHING OTHER THAN WACTINE

G - LNCLASSIFLUABLE

CALSALITY CLASSIFICATION OF 141 AEFI CASES REVIEWED AND T BE APPROVED BY THE NATIONAL AEFI COMMITTEE
21" CGECEMBER 2015 - (DELHIK

S. NO. NATIONAL 1D YEAR STATE EnrnDEIN iy | SEX | REASON FORREPORTING | DATEOF ANTIGENS ROUTINE Vs CLASSIICATION
SUBCOMMITTE
20 | mowernBicPE1I00 | 2013 BIHAR 1Y F HOSPITALIZED 074212013 " o o
21 | INDEFNCHCHD13021 | 2013 | CHANDIGARH 111D M DEATH 230412013 SENTA ROUTINE c
22 | INDAEFIDDDMNIZ004 | 2012 | DAMAMA&DIY 2M250 M CLUSTER $6/0512013 OPV DPT ROUTINE o
25 | INDAEFNGOGOS12002 | 2013 GOA 1D F HOSPITALIZED 241012013 HEP-E ROUTINE B2
24 | INDIAEFIIKABLU13003 | 2013 |  KARNATAKA EY4M3D M HOSPITALIZED 1310612013 DPT ROUTINE B2
25 | INCKAEFBMABLU13007 | 2013 | KARNATAKA EY10M20D M HOSPITALIZED 180072013 DET ROUTINE B1
26 | INDIAEFDKAB.U13010 | 2013 |  KARMATAKA TMED F HOSPITALIZED 03012013 0PV RENTS, ROUTINE c
27 | IND(AEFIKEPTMIZODZ | 2013 KERALA 4t 1z M HOSPITALIZED 221012013 Oy FENTS ROUTINE &
28 | INDIAEFDKEPTM{3001 | 2013 KERALA 15Y1M24D M HOSPITALIZED 100172013 En ROLTINE aa
20 | IND(AEFIKETRM3002 | 2613 KZRALA 1Y 10M&D F HOSPITALIZED 2000172013 Py sia c
30 | MNDAEFUKEMPMI3001 | 2012 KERALA 1M10D F HOSPITALIZED 2310172012 CPV PENTA ROUTINE a1
31 | INDGAEFUKETHR13004 | 2013 KERALA 1M17D M HOSPITALIZED 2301/2012 OPY PENTA, ROUTINE Al
32 | INDIAEFIKETRA13004 | 2013 KERALA 1M14D M HOSPITALIZED 0410212012 OPY PENTA ROUTINE ¢
3 | INDGAEFIXETRMIZ00S | 2013 KERALA 1M13D M HOSPITALIZED 0610212012 OPV PENTA ROUTINE B2
3 | IND{AEFIKEKSG13001 | 2013 KERALA 107 M M " HOSPITALIZED 14022013 | OPVDRT MEASLESVIT-A | ROUTINE Al
a5 INDIAEFEKETHR13011 | 2013 KERALA ZW180 F HOSFITALIZED 2300472013 DFY PENTA ROUTINE gz
3% | WNDAEFIKETHR12013 | 2043 KERALA 10M M HOSPITALIZED 27002013 | OV PENTA MEASLES ROUTINE c
37 | INDISEFWKETHR13z28 | 2013 KZRALA 174M9D F HOSPITALIZED 2210642013 OFV PEN=A ROUTINE A1
38 &um}m FIKEMPM' 3007 | 2012 KZRALA 2M21D M HOSPITALIZED 29/08/2013 OPY PENTA ROUTINE At
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Al - YACCINE FRODUCT RELATED REALTION

A2 - VACCINE QUALITY DEFECT AELATED REACTION
AT - IMMUNIZATHON ERROR RELATED REACTION
Ad - IMMUNIZATION ANMIETY RELATED REALCTION

81 - TEMPORAL RELATIONSHIP I5 CONSISTENT BT THERE 15 INSUFALIENT DEF IMITIVE EVIDENCE FOR YACONE CALISING EVENT

B2 - REVIEWING FACTORS RESULT IN CONFUCTING TRENDS OF CONSISTENCY ANED INCONSISTENCY WITH CAUSAL ASSOCIATION TO IMMLNITATICN
€ - COINCQIDENTAL - UNRERLYING OR EMERGING CONDITION{s|, OA CONDITHONS CAUSED BY EXPOSUAE TO SOMETHING OTHER THAN VACOME

D - UNCLASSIFUABIE

CAUSALITY CLASSIFICATION OF 141 AEFI CASES REVIEWED AND TO BE APPROVED BY THE NATIONAL AEFI COMMITTEE
21" DECEMEER 20115 - [DELHI

Page 3 af B

. a STATE AGE IN DATE OF ROUTINE v | CLASSIFICATION
3 NO NATIONAL (D YEA VEAR MONTH DAY | SEX | REASON FORREPORTING [, DATEOF ANTIGENS ormion | SR
30 | INDIAEFIKETHR13018 | 2013 | KE4LA 3M13D v HOSPITALIZED D0R/Z012 OPY FENTA ROUTINE ¢
40 | WNDeaEFnKEAPZIZ008 | 2013 m KERALA 7D F HOSPITALIZED 12106420132 BOG ROUTINE o
41 | IND(REFDKEMPMIZO1Z { 2013 1_ KERALA 1¥8M 14D M HOSPITALIZED 1RM07/201 3 TPV DPT ROUTINE A3
42 | mOREFIKEMPMIZ01Y | 2013 | KERALA 4MBD F HOSPITALIZED 2000772013 SENTA R OUTINE a
43 | IND(AEFDKETHRI2020 | 2013 KEZALA 1Y 5M 25D F HOSPITALIZED 2307213 QPY OPT VIT-A ROUTINE B2
a4 | INDIAEFIKEKZK13017 | 2m3 KERALA 1M1GD F HOSPITALIZED 0582013 OPv FENTA ROUTINE A3
45 | IND{AEFHKEMPM13006 | 2013 KERALA 6M28 0 F HOSPITALIZED 160pi2013 | 0PV DTMEASLESPENTAL poyming B2
45 | INDisEFIKEMPMIZIIE | 2013 KERALA BM 28 D F HOSPITALIZED 2471062013 OFY PENTA ROUTINE c
47 | INDAEFIKEMPMIAN 4 | 2013 KERALA 91 f0D M HOSPITALIZED 051142013 BOG PEKTA, ROUTINE o
43 | IND{AEFIKEKLM13CD8 | 2013 KERALA amMz4D F HOSPITALIZED 241212012 OFY PENTA ROUTINE a1
48 | IND{AEFIMHBMC1SC1E | 20°3 | MAHARASKTRA TMI8D M HOSPITALIZED 26/08/2013 OPY DPT HEP-B ROUTINE B2
a0 INCHAEF [JHBMC13015 2013 MAHARASHTRA AM1D F HOSPITALIZED 280972013 PV DPT HEPR-E ROUTINE Al
51 | INOLAEFNMHBMCA3017 | 203 |  MAHARASETRA 1M 28D M HOSPITALIZED 2111012043 OPY DP™ HEP-B ROUTINE B2
57 | INDIAEFIMHPNAIIZM4 | 2013 | MAHARASETRA 1M8D M HOSPITALIZED 074112013 BCs ROUTINE o
53 | INDIAEFIMHBMCI3018 | 2013 | MAMARASHTRA AMED F HOSPITALIZED 120112012 CPV DPT HEP-B ROLTINE G
54 | IND(AEFIMHBMCI3020 | 2013 | MAHARASKTRA 3M21D F HOSPITALIZED 121142013 &PV DPT HEP-B ROUTINE c
55 | IND{AEFIMETHNAZ0DZ | 2013 | madamasHTRA 1ZY 11 M5ED F HOSPITALIZED 0411212013 ™ ROUTINE &
66 | INDMAEFHMHBMC13021 | 2013 |  MAHARASHTRA 2M260 F HOSPITALIZED 311202013 0PV DPT HEP-B ROUTINE c
57 W.E}m_u___nu_uz.:gﬁ 2012 | PUCUCHERRY IM24D F HOSPITALIZED 2206013 MEASLES ROUTINE A1




AL - VACONE PRODUCT RELATED REACTION
42 - VILCLINE QUALITY DEFECT RELATED REACTION
&3 - IMMUNIZATION ERROR RELATEQ REACTION
Ad - IMMUNIZATION ANXIETY RELATED REACTION
Bl - TEMPORAL RELATIONSHIP IS CONSISTENT BUT THERE |5 INSUFFKIENT DEFINITIVE EVIDENCE FOR VACCINE CAUSING EVENT

B2 - REVIEWING FACTORS RESULT I CONFLICTING TREMDS OF CONSISTENCY AND INCONSISTENEY WITH CAUSAL ASSOCIATION TC IMMUN ZATION
€ COINCDENTAL - UNDERLYING OR EMERGING CONDITION{3), OR CONDMIONS CAUSED 8Y EXPOSURE TO SOMETHING OTHER THAN YACCNE

D - UNCLASSIFLABLE

CAUSALITY CLASSIFICATION CF 141 AEF) CASES REVIEWED AND TG BE APPROVED BY THE NATIONAL AEF| COMMITTEE
21™ DECEMBER 2015 - { DELHI)

3.ND. NATIONAL ID YEAR STATE VEAR MonTHDAy | SEX | REASOMFOR REPORTING e oF ANTIGENS ROUTHE s CLASSIFICATION
SUBCOMMITTE
& INDLAEFIJUFLNG13003 | 2042 | UTTAR PRAOESH w0y M HOSFITALIZED 1BADA2013 MEASLES S1A c
] INDHAEF WBEBM13001 | 2013 WEST BEMGAL 1¥2M17D F HOSPITALIZED 2012013 oy s o
BO [ IND{AEFWEMMNPIZ001 | 2012 WEST BHENGAL 1M18 D M DEATH 2000172013 APy A .
&1 IND{AEFIAVIBBRFTIO0Z | 2013 WEST BENGAL 5D F DEATH O3rI472013 BCE ROUTINE o
B2 INDHAEFTWBLID 2002 | 2013 WEST BERGAL 1D ] HOSPITALIZED A7HO/013 OFV HEP-E 300 ROUTING a
83 INDLAEFDBHMUINA 4005 | 2014 B.HAR 1¥11M24D F DEATH 1040142014 OPV DPT MEASLES ROUTINE o
&4 INDHAEFIIOLSOU4005 | 2014 CELHI 1M150 M HOSPTALIZED DFNE2f2014 PENTA ROLTINE B2
85 INDGAEFIIDLDLH4002 | 2014 CELHI AMIT0 W DEATH 1032014 FENTA ROUTINE o
B6 | INDNAEFWDLWES1400Z | 2014 DELHI 2M20D F HOSPITALIZED 05/DE2014 oFY PENTA y— S
67 | INDEAEFIGOGONI0E2 | 2014 GOA 1YGM3D M HOSPITALIZED 13/0212014 20T ROUTINE ar
68 | INDEREFGOQGON14GZ5 | 2014 GoA 1Y7TM M HOSPITALIZED 08052014 OFv OPT ROJTINE A1
85 INDHAEFNGOG0S 14008 | 2514 Gaa 1LMI2D F HOSPITALIZED D9/052014 OPY FENTA, ROUTINE By
70| INDEAEFRGOGON14008 | 2014 GOA iMI1BD F HOSPITALIZED 15M08502014 OFY PERTA. ROUTIMNE a1
7 IMDIAEFEOGOS14011 | 2074 GOA Z2M7D F HOSRITALIZED 0ADF0 4 oeT ROUTINE A1
72 | INDAEFSOGONIA008 | 2014 GO, 3IM5D M HOSPITALIZED OF0EE014 TPV PENTA RALTINE Al
Fi] IND{AEF NGECHIAS14013 | 2014 DA, SMIND I HOSP TALIZED a0z MR ROLITINE ”
T4 | INDIAEFDGOGON1A010 | 2014 GOA 1M 3ED F HOSPITALIZED 09r 1012014 07 PENTA ROUT:HE &1
75 INDAEF G0N 4011 24 E0A AM 23D [ HOSRITALIZED DEr T 2014 OPY FENTA ROUTINE oo
76 | IND{REFHGOGEOM 14012 | 201 | E0A 1¥7TMI120 F HOSPITALIZED 102014 CFY OPT JE ROLTINE Ad

3
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A1 - VACCINE PROGLMT RELATED REALTION

AZ - VACCINE QUALITY DEFECT RELATED REACTIQN

A3 - IMMUNIZATION ERROR RELATED REACTION

Ad - IMMUNIZATION ANSIETY RELATED REACTHON

Bl - TEMPORAL RELATIONSHIF 15 CORGISTENT BUT THERE |5 INSUFFKIENT DEANITIYE EVIDENCE FOR WACTINE CAUSING EVENT
B2 - REVIEVWING FACTORS RESULT IN CONFLICTING TRENDS OF CONSISTENCY AND LNCONSISTEN CY WITH CAUSAL ASSOCIATION TO IMMUNIZATION
- COIHCIDENTAL - UNDERLYING DR EMERG NG CONDITION(Z), DR DONDIMONS CAUSED BY EXPOSURE TO SOMETHING DTHER THAN VACCIME

[ - UNCLASSIFIABLE

CAUSALITY CLASSIFICATION OF 141 AEF| CASES REVIEWED AND TO BE APPROVED EY THE NATIONAL AEF| COMNMITTEE
217 DECEMBER 2015 - {DELHI]

Page Snof 8

5. NG, NATIONAL |D YEAR STATE VEAR _"._,..””__m___.__u._._ Day | SEX | REASON FORREPORTING | pw_mq___mrﬂaz ANTIGENS wﬂﬂu_n__mmﬂm n_.___.m”___w”.._.uhdoz
SUBCOMMITTE
77 | nDaeriGozoNants | 2a1e B0A 1YBM 12D F HOSPITALIZED 2711152014 OV DFT JE RGUTINE -
78 | INDEFIGOGONIAmS | 2014 GOA 63 16 D F HOSPITALIZED 181212014 OPV SENTA ROUTINE "
79 | INDAEFDGUAND1azzt | 2014 GLIARAT 1MED M HOSPITALIZED 17/02/2014 OV PENTA ROUTINE c
30 | INDIAEFNGLRITI4002 | 2014 GLIARAT 2M7D F DEATH 17000/2014 0P PENTA ROUTINE b
81 | INDIAEFDHASNP14002 | 2014 HARYANA AMIGD M HOSPITALIZED 08072014 p— py— z
82 | INDAEFIHAKTLMDIZ | 2014 HARYANA 1YEM 12D M HOSPITALIZED 30942014 DPT MEASLES JE ROUTINE Af
83 | INDIAEFIHAKNL1A001 | 2014 HARYANA, 1D F HOSPITALIZED ai1ai2a1s 0PV HEPB BCG RAUTINE A3
84 | INDWBEFpHALR'4007 | 2014 HARYANA 1Y50 M HOSPITALIZED 1711212014 OFV DPT MEASLES ROUTINE Al
B5 | INDIAEFIKETRM14005 | z014 <ERALA IM11D F HOSFITALIZED 07/02¢2014 QPV PENTA ROUTINE c
BS | INDWAEFIKETHR14004 | 2014 KERALA 5M 150 F HOSFITALIZED 130212014 PENTA ROUTINE a3
87 | INDIAEFIKEPLK14DM | 2014 KERALA 1YIM26D F HOSPITALIZED 05032074 MR rOUTE -
98 | INDIAEFIKEKZK1401D | 2014 KERALA AM200 M HOSPITALIZED 200022014 OFY PENTA ROUTINE A1
98 | INDIAEFIKEKZK14U1Z | 2014 KERALA aMaD M HOSPITALIZED 260412014 MEASLES VIT-A RQUTINE e
90 | INDpEFIKEKZK1401S | 2014 KERALA {Y7TMBD M HOSPITALIZED 0305014 o™ ROUTIME o
o1 | INDsEFIKERZKIa01a | 2014 KERALA 1M22D F HOSPITALIZED 0710512014 OFV PENTA ROUTINE A1
g2 | INDISEFIKEKZK14016 | 2014 KERALA 1¥11M21D F HOSPITALIZED 21052014 OFV OFTVIT-A ROUTINE Al
93 | INDIAEFIKEKZK14017 | 2012 KERALA 1M 20D M DEATH PY— 0P PENTA — .
o4 | IND(AEFIKEKOT14013 | 2014 KERALA 1¥3M13 D F HOSPITALIZED 16/08/2014 GPY BPT ROLITINE e
g5 | IND(AEFIKEKZK1d032 | 201a KERALA IMGD F HOSPITALIZED 1547/2014 PENTA ROUTINE A3
pi




CAUSALITY CLASSIFICATION QF 141 AEFI CASES REVIEWED AND TO BE APPROVED BY THE NATIONAL AEFI COMMITTEE

21" DECEMBER 2015 - (DELHI)
Al - YACCME PRODULCT RELATED REALTION

A2 - VACONE QUALITY DEFECT RELATED REACTHON

AJ - IMMUNITATION ERAOR RELATED REACTICN

Al - IMMLUNIZATION ANXIETY RELATED AEACTION

Bl - TEMPORAL RELATIONSHIP |S CONSISTENT BUT THERE |5 IMSUFFICIENT DEFINITIVE EVIDENCE FOR VACCINE CAUSING EVENT

B2 - REVIEWING FALTORS RESULT IN CONFLICTING TRENDS OF CONSISTENCY AND IHCOMSISTENGY WITH CAUSAL ASSOCIATIGN TO IMMUNIZATION
C - COINGDERTAL - UNDERLYING OF EMERE NG CONDITION| 5], OR COMDITIONS CALSED BY EXPOSURE TO SOMETHING OTHEA THAN VACCINE

0 - UNCLASSOFLABLE

2N0 | wamowaLin | ve | sre o RN L sex | reasonroRmerommiG | DATEOE | aceys | Rounwevs | CASSRGATON
SUBCOMMITTE
o INTHAEFIKEKZK 14028 | 2014 KERSLA 1M24D F HUSPITALIZED 16072014 BCG PENTA ROUTINE C
97 | INHASFRKEKZK14031 | 2014 KERALA EM20D M HOSPITALIZED 230071204 QPV PENTA RCUTINE B2
a8 IND{AEF IKEKZF.14033 014 FERALA 2ZMAD M HOSPITALIZED AAMFR04 FEMNTA ROUTINE B2
a9 INC{AEF{KEKCT 14014 2014 KERALA, TYEM F HOSPITALIZED Q1102014 OPY OPT ROUTINE Al
104 INDHAEF WEKZK 14042 | 2044 KERA A, IMIED L& HOSPITALIZED 11212014 OFY PENTA ROUTINE B2
101 | INDREFIIKEKCT14022 | 2014 KERALA TY1M20D M HOSPITALIZED 3204 MEASLES PENTA | ROUTIME At
102 | IND{AEFIMPBHC14001 | 2014 | MADHYA PRADESH 1M25D M DEATH J— e — ROUTINE S
103 | {ND{AEFIHMPSOH14001 | 2014 | MADHYA PRADESH 2M12D Bt DEATH Q6/0B/2014 0PV DET HEPg SOUTINE o
104 INDHAEF IR S0P 4001 274 | MADHYA PRADESH M it HOSPITALIZED 13172014 CPY PEMTA ROLUTINE [
105 | INO(AEFIMHBMC14010 | 2074 | MAHARASHTRA 2Y5M1D M DISABILITY 2H07/2014 OPv DPT ROUTINE A
106 | IND(AEFHMHBMC14011 | 2014 | MA-HARASHTRA 4M29D M HOSFITALIZED D5/08/2014 OFV DT HEP-B ROUTINE C
107 INCHAEF [IMHEMNA 14203 2014 s8R ASHTRA ZM F HOSPITALIZED DFQe2014 OFV DRT HEP-E BCG ROUTIKE C
108 | INDWAEFIMHBMC14012 | 2014 | MAHARASHTRA aM F HOSPITALIZED 13002014 N —— ROUTINE v
100 INLYAEFIMMHEMC 14013 | 2014 MAHARASHTRA EM GO F HOSPITALIZED 18082014 MEASLEE RIOWTINE o
110 | INCHAEFIMHBMC14017 | 2014 | MAHARASHTRA 1¥Y7TM23D F HOSPITALIZED 27412014 APV OPT VI T-A ROUTHE "
111 INCHAEFI MHBMC 14019 | 2014 PAAHARASHRA 1¥TM28 D F HOSPITALIZED 13M2r2014 OFY CPT ROGUTINE c
112 IND{AEF [[ORE DL 404K 2114 COIEHA aMam M DEATH /01014 OPV DFT HEF-E BCG ROUTINE B
13 INCHAEF I THT TC 140041 2014 TAMIL NaDL MM24D F HOSPITALIZED 1A LE2014 MEASLES ROUTIMNE C
144 | IND{REFNTNCHI14000 | 2314 TAMIL NADU AMZ4D F HOSPITALIZED 04/06/2014 0PV PENTA ROUTINE G
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Al - VACTINE PRODUCT RELATED REACTION

Ad - YACCINE QUALITY DEFECT RELATED REACTION

A3 - IMMUNIZATION ERROR RELATED REACTTON

A4 - IMMURNIZATION ANXIETY RELATED REACTION

Bl - TEMPDAAL AELATIONSHIP 15 CONSISTENT BUT THEAE IS INSUFFICIENT CEANMIVE EWVIDENCE FOR VACCINE CAUSING EVENT

B - REVIEWING FACTORS RESLILT IN CONFLICTING TRENDS OF CONSISTENCY AND INCONSISTENCY WITH CALSAL ASSOCIATICN TO IMMUNIZATION
C- CCHNQDENTAL - UNDEALYING OR EMEAGING COMDITION [s], OR CONDITIONS CAUSED BY EXROSUIRE TO SCAVETHING OTHER THAN VACOINE

D - UNCLASSIFIABLE

CALUSALITY CLASHFICATION OF 141 AEFI CASES AEVIEWED AND TO BE APPROVED BY THE MATIONAL AEFI COMMITTEE
21" DECEMBER 215 - [DELHI]

CLAZEIFICATHN
3. NO. NATIGNAL 1D YEAR STATE EAR Iy | SEX | REASON FORREPORTING | DATEOF ANTIGENS Diatiunie L
15 | INDIAEFISTNCNI4003 | 2014 TANIL NADU SYTM F HOSPITALIZED 0710612014 OPV DPT MEASLES ROUTINE Al
116 | IND(AEFITNCNI14005 | 2614 |  TAMILNADU IYEMOD M HOSPITALIZED 11/06:2014 OPv DPT MEASLES ROUTINE Al
117 | wowEryTNTUTI4002 | 2014 | Tami Mapu 14Y2ZM 16D F HOSPITALIZED AVOE2014 ™ SiA B1
118 | INDgaEFTNTLR14000 | 2014 | TamiLaDy 1YEMTD M HOSPITALIZED 27)0812014 OPVDPT ROUTINE Al
114 INDAEFIFTHNCNI14012 aCc14 TAMIL NADH) IMzon F HOSPITALIZED QA0S 201 4 OFY FENTA ROUTINE [
120 INDHAEFII THNTLR 14004 2014 TARIL NaDL) 1¥YaMIGD M HOGPITALIZED 097092014 QOPY DFT HE ROLITINE Al
121 IND{AEFTHCMI1413 2314 TamIL MaDL 1Y&aMIdo M HOEPITALIZED 17 0o 4 QFY DFT MEASLES ROUT!NE Al
122 INDHAEFNTNCNI14074 2014 TAMIL MalilL) 4 M3 M HOSPITALIZED 2409014 FEMTA ROUTINE B2
123 INCHAEFNTHCN14020 2414 TARIL MADL AMIATD F HOSPITALIZED 2S04 OFY FENTA ROUTINE Al
124 INCEAEF T MKPM 14008 2014 TaRIL MADL 1MZ23D0 F HOSPITALIZED 240802014 OFY PENTA ROUTINE A
125 INENAEFNITHCMI14015 2014 TARIL MADL EY1T D M HOBPITALIZED 1M A DFT ROUTINE L
126 | IND(AEFIITMCNI4016 | 2314 |  TAMILNaDU 1YaMeD F HOSPITALIZED Q11012012 OPY DPT MEASLES ROUTINE Al
127 INDNAEF I THCHI14017 2114 TAMIL SAalL 1¥Y5M20D M HOSFITALIZED Q1O L QP DPRT MEASLES ROJTINE B2
128 INDLAEFII THCM[14018 214 TAMIL AL E¥YAaM200D M HOSPITALUZED RN (el P OPT ROJTINE Al
120 | inDiEriTHCNI401e | 2014 | TAMIL MaDU AM 11D M HOSPITALIZED 1201112014 OPY PENTA ROJTINE B2
130 INIYAEFTHCHN 14021 2714 TARMIL NADL 1MIED F DEATH 181102014 DPY PENTA ROJTINE c
131 INDAEFIYTRY LR 1 2005 2014 TAN L NADH) IMAD M HOSFITALIZED 181142014 Q= FENTA ROUTINE A
132 _ZD___".Pm_u:.ﬂZﬂZ_,I_umm 2074 TARL MADH) iMED F HOSPITALIZED L2H2i2oi 4 QO PENTA ROUTIME A
.-_.bm- _..“._.._Dn}m—u_u_._umm?.._._-._n._._u_u,_ 2014 TRIPLRA 1M1a0 F DEATH 111412014 oPY OPT HEP-B OTHER RSUTINE o
-

Page 7 of B




Al -MACONE FRODUCT RELATED REACTION

Al - VACCINE DUALITY DEFECT RELATED REACTION

AZ - INMUNIZATIOM ERROR RELATED REACTION

Ad - IMMURIZATION AMMETY RELATED REACTION

CAUSALITY CLASSIFICATION QF 141 AEFI CASES REVIEWED AND TO BE APPROVED BY THE NATIONAL AEFI COMMITTEE

21" DECEMBER 2015 - (DELHI)

B1 - TEMPORAL RELATIONSHIP 15 CONSISTENT BUT THERE |5 | NSUFFICIENT DEFIMITIVE EVIDENCE FOR YACCINE CALISING EVENT

B2 - REWIEWING FACTORS AESULT IN CONFLICTING TRENDS OF CONSISTENCY AND INCONSISTENCT WITH CALISAL ASSOOATION T IMMUNIZATION
C - COINCIDENTAL - UNDERLYING A EMERGING {0 DITIONs), CR CONDITIONS CAUSED BY EXPOSURE TO SORMETHING THER THAN YACCINE

D - UNCLASSIFLIARLE

5. NO. NATIONAL ID YEAR STATE <mhm,”____mcm_.._.__._x oay | BEX | REASON FORREPORTING |, puom_.__._m___.m.—__"n.z ANTIGENS Mﬂﬂ._.__ulzmmﬁm nm_._“m_m_": M_..__..___,_.umz
134 | INDIAEFINVENDA14001 | 2014 |  WEST BENGAL 3M15D M HOSPITALIZED 200812014 et ROUTINE e
135 | INDIAEFIVBNPG14003 | 2014 |  WEST BERGAL 2M24 D M DEATH 1408/2014 o™ SI4 c
136 | INDIAEFIASLKRIS003 | 2015 ASSAM 2MED F DEATH 180242015 PV PENTA ROUTINE €
137 | INDAEFNCHCHDE00S | 2015 |  CHANDIGARM 1M 2400 £ HOSPITALLZED 1500442015 OFY CPT HEP-B ROLITINE a1
136 | IND(AEFIHAKTL1EG:Y | 2013 FARYANA 2M7D M DEATH 1170242015 DRV FENTA ROUTINE ¢
129 | INDIAEFIMPIBAIS001 | 2015 | MADHYA PRACESH AMAD F CEATH DGT12015 OPY PENTA ROUTINE C
140 | INDAEFOMPEAN1SO0! | 2015 | MADHYA PRADSSH IM7T O F DEATH 10212015 OFY PENTA ROLTINE ¢
141 | INDIAEFIUAHRDNS0D1 | 2045 |  UTTARAKHANS 1M22D M HOBPITALIZED 440212015 PENTA ROUTINE Al
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