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Nirman Bhawan, New Delhi
Date: 06'" February 2023

Causality assessment results of 73 reported Serious Adverse Events Following
Immunization (AEFI) cases following COVID-19 vaccination approved by National AEFI
Committee on 12" January 2023.

The Immunization Division, MoHFW has taken several steps to strengthen the national
AFEFI surveillance system for COVID-19 vaccinations. Considering the importance and critical
nature of the task, steps were taken to include medical specialists, cardiologists, neurologists,
pulmonary medicine specialists, and obstetrician-gynaecologist as members of the causality
assessment sub-committee at the national level. A Special Group has been framed to conduct a
causality assessment of AEFIs following COVID-19 vaccination. The results of the causality
assessment done by this Special Group is discussed in the national AEFI committee meeting
for final approval.

The results of the causality assessment for 73 cases completed on 12* January 2023
after a 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).

12 out of 73 cases for which Causality assessment has been done were found to have a
consistent causal association to immunization. Of these 12 cases, 7 cases were vaccine
product-related reaction including 03 deaths, and 05 cases were anxiety-related reaction. 47
cases have an inconsistent causal association to immunization (coincidental - not linked to
vaccination), including 27 death cases. There are 9 cases in the indeterminate category
including one death case. A total of 5 cases were in the unclassifiable category (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 that 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.
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CAUSALITY CLASSIFICATION OF 73 AEFI CASES APPROVED BY THE NATIONAL AEFI COMMITTEE 12 JAN 2023
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A3 - IMMUNIZATION ERROR RELATED REACTION

A4 - IMMUNIZATION ANXIETY RELATED REACTION
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ACUTE CORONARY SYNDROME

ACUTE CORONARY SYNDROME IN KNOWN CASE OF CORONARY ARTERY
DISEASE

UNEXPLAINED DEATH

ACUTE CORONARY SYNDROME IN KNOWN CASE OF CAD AND SMOKER

ACUTE GASTROENTERITIS WITH HAEMATEMESIS

ACUTE CORONARY SYNDROME IN KNOWN CASE OF OLD CVA, TYPE Il
DIABETES, HYPETENSION AND NEPHROPATHY

ACUTE MENINGITIS

SEIZURES IN KNOWN CASE OF EPILEPSY

ACUTE ST-ELEVATION MYOCARDIAL INFARCTION (STEMI) WITH UNDERLYING
TYPE Il DIABETES AND HYPERTENSION
ACUTE CORONARY SYNDROME IN KNOWN CASE OF HYPERTENSION

INTRACRANIAL BLEED IN KNOWN CASE OF HYPERTENSION AND OLD CVA

ACUTE FEBRILE REACTION

HEAD INJURY WITH INTRACRANIAL HEMORRHAGE IN KNOWN CASE OF
HYPERTENSION AND BRONCHIAL ASTHMA

EPILEPSY
ACUTE CORONARY SYNDROME IN KNOWN CASE OF DIABETES TYPE Il

GUILLAIN-BARRE SYNDROME

SEVERE COVID-19 DISEASE
COVID 19 DISEASE WITH UNDERLYING DIABETES MELLITUS
COVID 19 PNEUMONIA

ACUTE EXACERBATION OF COPD

DYSURIA (UTI)

ACUTE CORONARY SYNDROME IN KNOWN CASE OF TYPE |l DIABETES AND
SMOKER
THROMBOSIS THROMBOCYTOPENIA SYNDROME

PANIC ATTACK

THROMBOSIS THROMBOCYTOPENIA SYNDROME

ACUTE ISCHEMIC STROKE IN KNOWN CASE OF HYPERTENSION
RTA WITH INTRACEREBRAL HEMORRHAGE

CEREBRAL VENOUS SINUS THROMBOSIS

MULTI LACUNAR INFARCT STATE
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UTI WITH SEPSIS IN KNOWN CASE OF TYPE Il DIABETES, HYPERTENSION,
DIABETIC NEPHROPATHY, PARAPLEGIA AND BED RIDDEN

ACUTE DEMYELINATING ENCEPHALOMYELITIS (ADEM)

RIGHT ACUTE EXTRADURAL HAEMATOMA

CORONARY ARTERY DISEASE

INFERIOR WALL MYOCARDIAL INFARCTION

COVID-19 DISEASE

SUDDEN CARDIAC DEATH

THROMBOSIS WITH THROMBOCYTOPAENIC SYNDROME (TTS)
TRAUMATIC BRAIN INJURY

FEVER WITH MYALGIA

GUILLAIN-BARRE SYNDROME

HAEMORRHAGIC STROKE WITH UNDERLYING HYPERTENSION AND CHRONIC
KIDNEY DISEASE
COVID-19 DISEASE WITH CEREBROVASCULAR ACCIDENT

SUDDEN CARDIAC DEATH WITH UNDERLYING CORONARY ARTERY DISEASE
COVID-19 DISEASE IN A PATIENT WITH ACUTE MYOCARDIAL INFARCTION

CORONARY ARTERY SYNDROME LEADING TO SUDDEN CARDIAC DEATH
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HYPERTENSION

SUDDEN UNEXPLAINED DEATH
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UNEXPLAINED DEATH
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AND DIABETES MELLITUS
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UNEXPLAINED DEATH
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ANXIETY REACTION
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*Covid vaccine is a new vaccine. The causality may change as more information become available.

Verified by Dr Anil Gurtoo on 21st Jan 23 and Dr Anju Seth on 23rd Jan 23

Abbreviations:

ADEM- Acute Disseminated Encephalomyelitis

CAD- coronary artery disease

COPD- Chronic Obstructive Pulmonary Disease

CVA - Cerebrovascular Accident

NSTEMI- Non-ST Elevation Myocardial Infarction

UTI- Urinary Tract Infection
RTA- Road Traffic Accident
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