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Introduction

A robust Adverse Events Following Immunization (AEFI) surveillance system at the Primary 
Health Centre (PHC) level implemented by trained health and frontline staff is essential for 
identifying, reporting, investigating and managing AEFIs. This ensures that the vaccines 
administered through the immunization programme is safe and trust of the community in 
vaccines and the programme is maintained. It is important to note that PHC health staff should 
report all AEFIs following any vaccination and not just UIP vaccines. Therefore, AEFIs following 
anti rabies vaccines, tetanus toxoid injections, vaccinations administered in the private sector, 
yellow fever vaccinations, etc. should also be reported into the AEFI surveillance system.

This guidance document provides clear, step-by-step instructions for PHC level staff (medical 
officers, health supervisors, vaccinators, others) on conducting AEFI surveillance effectively.  
The objective is to enable staff at the PHC levels to strengthen AEFI reporting mechanisms, 
avoid preventable AEFIs, facilitate management of AEFIs at session sites/PHCs and at home 
and support investigations.

Adverse Events Following Immunization (AEFI)
Adverse event following immunization (AEFI) is defined as any untoward medical occurrence 
which follows immunization, and which does not necessarily have a causal relationship with 
the usage of the vaccine. The adverse event may be any unfavourable or unintended sign, 
symptom or disease.

	• Reported adverse events can either be truly associated with vaccines or vaccination 
processes; or can be coincidental events that are not due to the vaccine or vaccination 
process but are temporally associated with vaccination.

	• An adverse event may occur even when the vaccine has been prepared, handled and 
administered correctly. Any medical event which is adverse in nature and the onset of 
which has occurred following vaccination may be reported as an AEFI irrespective of 
whether this is related to vaccination or not.

	• AEFIs may not necessarily be causally related to vaccine/vaccination. Therefore, adverse 
events generating parental, community or media concerns should also be reported as 
AEFIs.

The AEFI surveillance system at the PHC level operates as a passive reporting system. Any 
suspected adverse event following immunization reported to the PHC by health workers (ANM, 
ASHA or AWW) must be recorded and reported according to the National AEFI Surveillance 
and Response Operational Guidelines (2024).

1
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Responsibilities of PHC Health Staff in AEFI Surveillance

Frontline Workers (FLWs) 
	• Regular follow up with beneficiaries to identify AEFIs after the vaccination session, using 

the beneficiaries’ list provided by the ANM.

	• Inform the adverse event immediately by telephone to concerned ANM, MO, etc.

	• Assist in referral of any suspected cases.

	• Support in building community confidence.

ANMs
	• Follow safe immunization practices. 

	• Ensure an anaphylaxis kit with adrenaline within expiry date is available at the session site.

	• Ensure four key messages are delivered after vaccination.

	• Treat minor/non-serious AEFIs (mild symptoms like fever, pain, etc.) symptomatically.

	• For all other cases (serious/severe) provide immediate first aid and refer the case to 
MO(PHC) or to the appropriate health facility for prompt treatment and report. Inform the 
MO(PHC) at the health center immediately by the fastest means possible.

	• Report all minor AEFIs and all reported hospitalizations and deaths following vaccinations  
under UIP into UWIN-SAFEVAC and also record them in the AEFI register which is maintained 
at the PHC. A minimum of one AEFI (minor or serious/severe) should be reported by an 
ANM every month.

	• AEFIs following any other vaccination (non-UIP) should be recorded in the AEFI register 
and reported to the DIO.

	• Assist in investigation of AEFIs and take corrective action as recommended by the MO 
(PHC).

Health Supervisors (HS) 
	• Supervise and provide hands-on training to ANMs/vaccinators in the field.

	• Oversee vaccination sessions to ensure adherence to safety protocols and identify any 
potential risks.

	• Ensure proper vaccine storage and handling to minimize risks associated with improper 
immunization practices.

	• Encourage health workers to report AEFIs directly into UWIN and record it in the AEFI 
register. Monitor that at least one AEFI (Minor or serious/severe) is reported by an ANM 
every month.

	• Ensure that serious or severe events are immediately notified using the fastest available 
method.

	• Support in AEFI investigations.
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Medical  Officer (MO) 
A MO plays a key role in AEFI surveillance. Key activities are:

Management of AEFIs

	• Ensure proper clinical management of AEFIs, including referral to a higher-level facility if 
necessary.

	• Maintain the availability of emergency drugs and medical equipment to address adverse 
events, conducting regular checks on the expiry of drugs in AEFI kits.

	• Ensure ANMs are well-trained in using the anaphylaxis kit and conduct quarterly 
certification of these kits.

Reporting AEFIs

	• Facilitate prompt reporting of AEFIs following UIP vaccinations in UWIN and AEFI registers 
and non-UIP vaccines in the AEFI registers. Serious/severe AEFIs must be immediately 
communicated via phone or in person to the DIO. 

	• Display the poster at Annexure A with name and contact details of the MOIC and DIO at 
the doctors duty room and nursing station to remind staff to report serious/severe AEFIs.

	• Ensure the availability of AEFI registers at the PHC. Ensure that each ANM reports at 
least one AEFI in a month. Verify the serious and severe AEFIs by visiting the beneficiary. 
Complete Section A of the CRF, and submit it to the DIO within 24 hours.

	• Weekly and monthly review and assess AEFI entries in the AEFI registers to look for trends 
and issues. 

	• Encourage and motivate health workers and frontline workers to report AEFIs. Conduct 
training sessions for health workers, frontline workers (FLWs), and doctors on AEFI 
surveillance activities. 

Investigating AEFIs

	• Assist the DIO/ AEFI committee in investigating serious and severe AEFI cases. 

	• Facilitate the gathering of essential records and information, including detailed clinical and 
vaccination history, pre and post-vaccination health status, and findings from community 
investigations through interviews and documentation review.

	• Ensure the retrieval of all relevant documents, such as hospital and laboratory records, 
and other reports for AEFI cases involving hospitalization. Submit these records to the 
DIO.

Implement QMS for AEFIs 

Implement QMS for AEFIs at the PHC and Session sites as per the quality guidelines for AEFI 
surveillance.

Other activities

	• Provide adequate supervision and monitoring in the field.

	• Communicate and share investigation findings with health workers and the community, 
as appropriate.

	• Direct any media queries to district authorities and refrain from making independent 
statements.

	• In case of sudden or unexplained deaths, motivate relatives to agree for post-mortem.
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4

I. AEFIs by Severity of the Event
For the purpose of reporting, AEFIs can be minor, severe and serious. Most vaccine reactions 
are minor and settle on their own. Severe and serious reactions are rare.

Figure 2.1: Minor, Serious and Severe Vaccine Reactions

Minor Vaccine Reactions
Minor reactions can be local and systemic. Local reactions are pain, swelling and/or redness 
at the injection site. Systemic reactions are low/moderate grade fever, malaise, body ache, 
nausea/vomiting, loss of appetite, etc. These last for two-three days and disappear on its 
own or can be managed with syrup paracetamol. It can be expected in about 10% of vaccine 
recipients, except for those vaccinated with pentavalent or DPT or tetanus-adult diphtheria 
(Td) boosters, where up to 50% can be affected. BCG causes a specific local reaction that 
starts as a papule (lump) two or more weeks after immunization, which becomes ulcerated 
and heals after several months, leaving a scar. Measles/MR vaccine causes fever, rash and/or 
conjunctivitis, and affects 5–15% of recipients. All AEFIs which are not minor are severe AEFIs. 

Severe AEFI 
Severe AEFIs are clinically more severe than minor AEFIs, but were not hospitalised or did not 
result in death. These can be disabling but most do not lead to long-term problems. Examples 
include cases of high-grade fever not requiring hospitalization, an episode of seizure which 
was not hospitalised, cases of hypotonic hyporesponsive episodes (HHEs) treated in casualty 
without admission, severe local reactions which are treated on OPD basis, injection site 
abscesses drained or treated without hospitalization, etc. 

Types of AEFIs2
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Serious AEFI 
A very small proportion of severe AEFIs may be hospitalised, or result in death or in persistent 
or significant disability/incapacity. These are labelled as serious AEFIs. Congenital anomalies/
birth defects suspected to be following vaccination or adverse events occurring in clusters 
are also considered as serious AEFIs. Any adverse event which evokes community concern or 
reported in media is also considered as serious AEFI and should be reported and investigated. 

Serious AEFI

Death, hospitalisation, clusters, disability, congenital anomaly/birth defect, media 
reports/community or parental concern

Cluster 

Two or more cases of the same event occuring in a geographical area, related to a 
vaccine/vaccinator/cold chain point, etc.

 

II. Cause-Specific AEFIs
Following is the cause-specific categorization of serious/severe AEFIs:

Coincidental Events
	• Coincidental events are events occurring after immunization and is not caused due to the 

vaccine or process of administration.

	• These need to be immediately reported and investigated as a response is critical to 
the community’s concern about vaccine safety and to maintain public confidence in 
immunization.

Vaccine Product-related Reaction
	• This is a reaction (an individual body’s response) to the inherent properties of the 

administered vaccine, even when the vaccine has been prepared, handled and administered 
correctly. Examples of common minor reactions are fever, pain etc and severe/serious 
reactions are allergic reaction, anaphylaxis etc.

	• Such cases need to be reported and investigated to ensure that these events are occurring 
as expected and that there are no unusual increases or clustering related to a particular 
vaccine or batch or a group of recipients.

Immunization Error-related reactions
	• An adverse event can occur as a result of inappropriate handling/ prescribing/ administration 

of a vaccine. It is very important to prevent, identify and rectify these errors. (Table 1). 

	• An immunization error-related reactions may be reported as a cluster of events associated 
with a particular provider, health facility/cold chain, or even a single vial of vaccine that 
has been inappropriately prepared or contaminated.

	• Abscesses are common adverse events which are likely to be a result of programme errors. 
These should be reported and investigated and steps taken to reduce the possibility to 
minimise recurrence. 

	• Programme errors may impact the confidence of vaccine beneficiaries have in vaccines 
in the area and will require special advocacy and communication activities to get the 
immunization programme back on track.
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Table 2.1: Immunization Error-related Reactions

Immunization Error Related reaction Preventive measures

Error in vaccine prescribing or non-adherence to recommendations for use of the vaccine

	• Failure to adhere to a 

contraindication

	• Failure to adhere to 

vaccine indication, dose 

or schedule. 

	• Disseminated infection 

with an attenuated 

live vaccine in an 

immune-compromised 

individual 

	• Anaphylaxis in an 

individual with known 

allergy 

	• Systemic and/or local 

reactions 

	• Administer the vaccine as specified 

in the National Immunization 

Schedule.

	• Use anaphylaxsis kit to provide 

initial management of suspected 

anaphylaxsis.

Non-sterile injection administration

	• Reuse of disposable 

syringe or needle 

leading to 

contamination of the 

vial, especially in multi-

dose vials

	• Improperly sterilized 

syringe or needle

	• Contaminated vaccine 

or diluent

	• Reuse of reconstituted 

vaccine in subsequent 

sessions

	• Local injection site 

reactions (e.g., abscess, 

swelling, cellulitis, 

induration)

	• Sepsis, toxic shock 

syndrome

	• Blood-borne 

transmission of disease, 

e.g., hepatitis B or C, 

HIV, 

	• Death

	• Wash hands with soap and running 

water for 40-60 seconds and dry 

before start of the session.

	• Before vaccination, inspect the area 

of injection. Avoid giving injections 

if the skin at the site of injection is 

compromised by any local infection 

such as a skin lesion, cut, or weeping 

dermatitis. 

	• Always use Auto Disabled syringe for 

each injection and a new disposable 

syringe to reconstitute each vial of 

BCG, MR and JE.

	• Always pierce the rubber cap 

(septum) of the vial with a sterile 

needle.

	• Do not touch the needle or rubber 

cap (septum) of a vial with your 

finger.

	• If the injection site is dirty, clean it 

with a clean, dry swab.
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Immunization Error Related reaction Preventive measures

Error in vaccine reconstitution or use of vaccine with abnormal physical condition

	• Reconstitution with 

incorrect diluent (drug 

substituted for vaccine 

or diluent)

	• Using vaccine with 

changed colour, 

turbidity, presence of 

foreign substances 

	• Inadequate shaking of 

vaccine

	• Improper syringe filling

	• Effect of wrong diluent 

(e.g., insulin, oxytocin, 

muscle relaxants)

	• Death

	• Local abscess 

	• Increased local 

reaction (induration, 

pain) 

	• Loss of vaccine 

potency 

	• Check if the vaccine vial has a usable 

Vaccine Vial Monitor (VVM), has 

readable manufacturing details, is 

within the expiry date, and has not 

crossed beyond 28 days from the 

date of first opening it (if under open 

vial policy) and date of opening is 

clearly written on the vial.

	• Ensure and check that the diluent 

supplied by the manufacturer for 

the respective vaccine is used at the 

vaccination sites and is within the 

expiry period.

	• Do not use any vaccine vial or 

diluent with visible contamination 

or breaches of integrity (e.g. cracks, 

leaks).

Error in vaccine handling

	• Exposure to excess 

heat or cold as a 

result of inappropriate 

transport, storage or 

handling of the vaccine 

(and its diluents where 

applicable)

	• Not maintaining cold 

chain at the session 

site or use beyond 

recommended time 

after reconstitution

	• Freezing of vaccine 

during transport

	• Use of a product after 

the expiry date

	• Systemic or local 

reactions due to 

changes in the physical 

nature of the vaccine 

such as agglutination 

of aluminium-based 

excipients in freeze-

sensitive vaccines. 

	• Toxic shock syndrome

	• Loss of vaccine 

potency 

	• Follow product-specific 

recommendations for the use, 

storage, and handling of a vaccine.

	• Discard any needle that has touched 

any non-sterile surface.

	• Do not use any vaccine vial or 

diluent with visible contamination 

or breaches of integrity (e.g. cracks, 

leaks).

	• Do not use a needle or syringe if the 

package has been punctured, torn, 

or exposed to moisture, defaced, 

contaminated, etc.
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Immunization Error Related reaction Preventive measures

Error in administration

	• Incorrect technique/

site of injection (BCG 

/ DPT/dT/TT given 

subcutaneously, 

injection into buttocks 

in infants or medially on 

thighs or use of wrong 

needle)

	• Local reaction or 

abscess 

	• Traumatic neuritis

	• Neurologic, muscular, 

vascular or bony 

injury due to incorrect 

injection site, faulty 

equipment or 

technique, 

	• Ineffective vaccine 

	• Follow product-specific 

recommendations for the use, 

storage, and handling of a vaccine.

	• Never leave a needle in the septum 

of the vial.

	• Fill the vaccine in the syringe just 

before injecting the beneficiary. Do 

not keep syringes prefilled.

	• Use separate and new syringe and 

needle for reconstitution of vaccine 

every time. Reuse of the same 

syringe/needle for reconstitution 

is strictly forbidden. Cut the hub of 

the used syringe with hub cutter 

immediately after use.

	• Anticipate sudden movement of the 

child.

Immunization Triggered Stress Response (earlier Immunization 
Anxiety-related reaction)

	• It is a response to the stress some individuals may feel about getting an injection or results 
from pain of an injection. These are common in adults, adolescents and children over 5 
years of age. They are unrelated to the content of the vaccine. These are common in mass 
vaccination campaigns.

	• Clinical presentations include fainting, light-headedness, and dizziness, tingling around 
the mouth and in the hands. Younger children may have vomiting, breath-holding spells, 
which, in some cases can lead to a brief period of unconsciousness and convulsions.

	• To minimize this anxiety response, it is advisable that the beneficiaries and caregivers are 
explained about the vaccine and its process before vaccination. If possible, the vaccinator 
should segregate potential recipients from those who received the vaccine.

Vaccine Quality Defect-related Reaction
This is a defect in a vaccine that occurred during the manufacturing process. Due to stringent 
control over the manufacturing process and independent testing of all batches of vaccines 
before they are released for use by health service providers, such quality defect reactions are 
very, very rare.
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AEFI can be reported for any vaccine, regardless of:

	• Whether it is part of the UIP schedule or not

	• Administration in a government or private setting

	• The beneficiary's age, whether a child or an adult

Notification 
Notification of an adverse event is when a health staff (vaccinator or supervisor or doctor) is 
first informed of the event by a vaccine recipient or their caregiver.
 

Reporting 

	• Minor AEFIs are reported in UWIN and recorded in the AEFI register (for AEFIs following 
UIP vaccines) and only in AEFI register for other vaccines. 

	• Serious and severe AEFIs are also reported in UWIN and AEFI registers. They must also be 
reported immediately to the nearest Medical Officer, PHC/CHC or DIO using the quickest 
communication methods (e.g., phone, SMS, WhatsApp, email) to ensure timely action and 
response.

	• Health workers or frontline workers should immediately inform the event (death or 
hospitalization) to the PHC Medical Officer, while private practitioners or doctors in 
hospitals or medical colleges should notify the DIO.

	• The MO is responsible for filling a hard copy of the CRF and sharing it with the DIO within 
24 hours of his getting to know about the AEFI.

	• In large hospitals and medical colleges, the CRF should be completed with as much detail 
as possible and forwarded to the DIO through the hospital or medical college's AEFI Nodal 
Officer.

	• The DIO will then submit the CRF to SAFE-VAC (a web-based application for recording and 
reporting of AEFI cases) as soon as possible. 

REPORTING AEFIs IN U-WIN

	• Vaccinators can report minor adverse events or deaths or hospitalization following 
a vaccination. The vaccination received should be recorded in U-WIN. The process 
of registering an adverse event in U-WIN by a vaccinator is explained in Annexure B. 

Reporting of Adverse 
Events Following 

Immunization (AEFI)
3
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AEFI Registers At Healthcare Facility / Planning Unit Level 
ANMs/vaccinators at a block or planning unit should record all AEFIs (serious, severe and 
minor) informed to them on weekly basis in an AEFI register (see Annexure C) maintained at 
the centre. Medical Officer In-charge (MOIC) of the center should analyze the information 
regularly to look for any pattern or preventable programme errors and will submit the same 
to DIO of the district every month.

AEFI registers should also be maintained at all private and public healthcare facilities such 
as nursing homes, hospitals and medical colleges under the supervision of a nodal medical 
officer. Healthcare staff of the facility including vaccinators, nursing, para-medicals and 
doctors can enter AEFIs in this register.

The data related to minor and serious/severe AEFIs will be analysed for patterns leading to 
further investigations or actions such as more frequent monitoring of cold chain, vaccination 
sessions, trainings, etc. depending on the types of AEFIs reported and/or presence of clustering.

Monthly Progress Reports (MPR)
Health Management Information System (HMIS) is a monthly reporting system which collates 
data from all PHCs, CHCs, SDHs, DHs and medical colleges. This data is visible at both the 
district and state level. The numbers of minor, severe, serious and deaths reported following 
vaccination should be entered in the AEFI section.

Please note that deaths (reported under 8.6.3a) will also be reported under 8.6.3.

Figure 3.1: HMIS Monthly Service Delivery Reporting Format

ANMs should enter “0” in the relevant row in the formats, if no AEFI has been reported. The 
numbers need to be entered separately for “In facility” and “Outreach” as may be the case. 
Please see Figure 3.1 for details.

As much as possible, the numbers recorded in HMIS should corroborate with the number 
of AEFIs entered in U-WIN and the AEFI register.

Facility 
Code Data Item

 Numbers 
reported during 

the month 
(In-facility)

Numbers 
reported during 

the month 
(Outreach)

Part A REPRODUCTIVE AND CHILD HEALTH
M1 Ante Natal Care (ANC) Services & High Risk Pregnancies
1.1. Total number of NEW Pregnant Women registered for ANC 

1.1.a Out of total number of NEW pregnant women registered with age <15 years

1.1.b Out of total number of NEW pregnant women registered with age 15-19 years

1.1.c Out of total number of NEW pregnant women registered with age >19 to 49 years

1.1.d Out of total number of NEW pregnant women registered with age >49 years

1.1.1. Out of the total NEW ANC registered, number registered within 1st trimester (within 12 
weeks)

1.1.2 Total ANC footfall/cases (Old cases + New Registration) attended 

1.2 ANC services

1.2.1. Number of PW given Td1 (Tetanus Diptheria dose 1)

1.2.2. Number of PW given Td2 (Tetanus Diptheria dose 2)

1.2.3. Number of PW given Td Booster (Tetanus Diptheria dose booster)

1.2.4. Number of PW provided full course 180 Iron Folic Acid (IFA) tablets 

1.2.5. Number of PW provided full course 360 Calcium tablets 

1.2.6. Number of PW given one Albendazole tablet after 1st trimester

1.2.7. Number of PW received 4 or more ANC check ups

1.2.8. Number of PW given ANC Corticosteroids in Pre-Term Labour

1.3 Pregnant Women (PW) with Hypertension (BP>140/90) 

1.3.1. New cases of PW with hypertension detected 

1.4 Pregnant Women (PW) with Anaemia 

1.4.1. Number of PW tested for Haemoglobin (Hb ) 4 or more than 4 times for respective 
ANCs

1.4.2. Number of PW having Hb level<11(7.1 to 10.9 g/dl) (Out of total tested cases)

1.4.3. Number of PW having Hb level<=7 g/dl (Out of total tested cases)

Facility Sub Type: _______________________ Ownership: _____Public / Private______      

Reporting month: ________________________Financial Year _____________________

Name & Designation of the person reported Data _______________________________

Date of reporting Data ______________________________________________________

Monthly Service Delivery Reporting format 
HWC-Sub Centre (HWC-SC) FORMAT

State : __________________________________________________________________

District :________________________________________________________________

Block / Health Block : _____________________________________________________

Name of Health Institution : ________________________________________________

Page 1 of 13

Facility 
Code Data Item

 Numbers 
reported during 

the month 
(In-facility)

Numbers 
reported during 

the month 
(Outreach)

Part A REPRODUCTIVE AND CHILD HEALTH
M1 Ante Natal Care (ANC) Services & High Risk Pregnancies
1.1. Total number of NEW Pregnant Women registered for ANC 

1.1.a Out of total number of NEW pregnant women registered with age <15 years

1.1.b Out of total number of NEW pregnant women registered with age 15-19 years

1.1.c Out of total number of NEW pregnant women registered with age >19 to 49 years

1.1.d Out of total number of NEW pregnant women registered with age >49 years

1.1.1. Out of the total NEW ANC registered, number registered within 1st trimester (within 12 
weeks)

1.1.2 Total ANC footfall/cases (Old cases + New Registration) attended 

1.2 ANC services

1.2.1. Number of PW given Td1 (Tetanus Diptheria dose 1)

1.2.2. Number of PW given Td2 (Tetanus Diptheria dose 2)

1.2.3. Number of PW given Td Booster (Tetanus Diptheria dose booster)

1.2.4. Number of PW provided full course 180 Iron Folic Acid (IFA) tablets 

1.2.5. Number of PW provided full course 360 Calcium tablets 

1.2.6. Number of PW given one Albendazole tablet after 1st trimester

1.2.7. Number of PW received 4 or more ANC check ups

1.2.8. Number of PW given ANC Corticosteroids in Pre-Term Labour

1.3 Pregnant Women (PW) with Hypertension (BP>140/90) 

1.3.1. New cases of PW with hypertension detected 

1.4 Pregnant Women (PW) with Anaemia 

1.4.1. Number of PW tested for Haemoglobin (Hb ) 4 or more than 4 times for respective 
ANCs

1.4.2. Number of PW having Hb level<11(7.1 to 10.9 g/dl) (Out of total tested cases)

1.4.3. Number of PW having Hb level<=7 g/dl (Out of total tested cases)

Facility Sub Type: _______________________ Ownership: _____Public / Private______      

Reporting month: ________________________Financial Year _____________________

Name & Designation of the person reported Data _______________________________

Date of reporting Data ______________________________________________________

Monthly Service Delivery Reporting format 
HWC-Sub Centre (HWC-SC) FORMAT

State : __________________________________________________________________

District :________________________________________________________________

Block / Health Block : _____________________________________________________

Name of Health Institution : ________________________________________________

Page 1 of 13

Facility 
Code Data Item

 Numbers 
reported during 

the month 
(In-facility)

Numbers 
reported during 

the month 
(Outreach)

8.5 Number of Children more than 23 months who received:

8.5.1. Child Immunization- Typhoid

8.5.2. Children more than 5 years received DPT5 (2nd Booster)

8.5.3. Children more than 10 years received Td10 (Tetanus Diptheria10)

8.5.4. Children more than 16 years received Td16 (Tetanus Diptheria16)

8.6 Adverse Event Following Immunisation (AEFI)

8.6.1. Number of cases of AEFI -Minor (eg.- fever, rash, pain etc)

8.6.2. Number of cases of AEFI - Severe (eg.- anaphylaxis, fever>102 degrees, not requiring 
hospitalization etc.)

8.6.3. Number of cases of AEFI - Serious (eg.- hospitalization, death, disability , cluster etc.)

8.6.3.a Out of Number of cases of AEFI - Serious , total number of AEFI deaths

8.7 Number of Immunisation sessions 

8.7.1. Immunisation sessions planned 

8.7.2. Immunisation sessions held 

8.8 Children received Vitamin A Doses between 9 months and 5 years

8.8.1. Child immunisation - Vitamin A Dose - 1

8.8.2. Child immunisation - Vitamin A Dose - 5

8.8.3. Child immunisation - Vitamin A Dose - 9

M9 Number of cases of Childhood Diseases

9.1 New Cases of Childhood Diseases (0-5 years) & Leprosy (0-14 years)
Include new cases of OPD/IPD/Emenrgency

9.1.1. Childhood Diseases - Malaria

9.1.2. Childhood Diseases - Diarrhoea 

9.1.3. Childhood Diseases - Diarrhoea treated with ORS

9.1.4. Childhood Diseases - Diarrhoea treated with Zinc for 14 days

Part B National Programmes
M10 National Vector Borne Disease Control Programme(NVBDCP)
10.1 Malaria 
10.1.1 Rapid Diagnostic Test (RDT ) 

10.1.1.a RDT conducted for Malaria

10.1.1.b Malaria (RDT) - Plasmodium Vivax test positive

10.1.1.c Malaria (RDT) - Plasmodium Falciparum test positive

10.1.1.d Malaria (RDT) - Mixed test positive

10.2 Lymphatic Filaraisis

10.2.1. Number of persons that consumed MDA (Mass Drug Administration) drugs during the 
MDA round 

10.2.2. Number  of Lymphatic Filarisis lymphoedema patients received  MMDP(Morbidity 
Management And Disability Prevention) kits 

Page 7 of 13
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AEFI Case Reporting Form (CRF) 
(only for serious/severe AEFIs)

The CRF captures basic minimal information pertaining to the following.

1.	 Reporter (Section A)

2.	 Patient (Section B)

3.	 Vaccine and diluent (Section C)

4.	 Event (Section D)

5.	 Decision making (Section E)

Purpose
	• It provides basic information of the event for decision making at all levels and is therefore 

urgent. 

	• It should be carefully completed with as many details as possible, because investigation of 
the case is planned based on the information in the CRF. 

Steps to fill Case Reporting Form (CRF) (see Annexure D)

1.	 A serious or severe AEFI cases can be reported using the CRF (in hard copy) from any 
health facility in the government or private sector. The reporting doctor / medical officer 
will enter information in "Section A", after receipt of information from any source including 
ANM, AWW, ASHA, ICDS, Health Supervisor, community mobiliser, private practitioners, 
clinicians in tertiary and secondary care hospitals and clinics, lay public, informal health 
practitioners such as RMPs, ADR Monitoring centres, media reports, etc. 

2.	 The medical officer should examine the patient and complete sections B, C and D of the 
CRF and submit the CRF to the DIO within 24 hours of notification. In case of a reported 
unexplained death, the medical officer should make all efforts to ensure a post mortem is 
conducted at the earliest. 

3.	 Within 24 hours of receipt of CRF, the DIO should review the CRF sent by the MO and 

a.	 provide district specific information in "section E".

b.	 enter case details and generate Case ID in SAFE-VAC and write it on the hard copy of 
CRF.

c.	 Upload the scanned copy of CRF and other available documents in SAFE-VAC. Contact 
aefiindia@gmail.com in case of problems in accessing SAFE-VAC.

d.	 plan immediate investigation of the AEFI with the help of members of District AEFI 
Committee. 

Planning for Investigations

1.	 The MO in consultation with the DIO should prepare a list of items relevant to that particular 
event that would assist the investigation team such as the relevant registers, ANM diaries, 
session tally sheets, indent records, used and unused vials, diluents and syringes. 

2.	 The MO and DIO should ensure that such articles and items are preserved and are available 
at the time of filling up the case investigation form by the members of the investigative 
team from District level. 

3.	 Copies of the completed CRF should be shared with the

	• District AEFI committee

	• Drug Inspector (who is also a part of the AEFI committee)

	• Panel conducting the post mortem and the verbal autopsy in case of death. Conducting 
a verbal autopsy in all death cases is mandatory. This is to be done even if a post mortem 
has been conducted. 
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Health workers should ensure prompt management of AEFIs to prevent serious consequences 
and maintain caregivers' trust. At the session site, health worker or vaccinator should follow 
the guidelines as mentioned below:

	• Ensure proper planning of immunization sessions to avoid overcrowding and reduce 
waiting times and minimize the occurrence of immunization stress-related responses. 

	• Anaphylaxis kit with inj. adrenaline within expiry date must be available at outreach session 
site.

	• After vaccination, inform the recipient
(i)	 About the four key messages.
(ii)	 About possible minor events (mild to moderate fever, local pain, swelling at the 

injection site, or malaise, etc.) which may occur and advise age-appropriate dose 
of Syrup Paracetamol. 

(iii)	Visit the nearest health facility if minor events persist beyond 2-3 days or the 
severity of minor AEFIs increases and cannot be managed with paracetamol. 

	• Ensure that vaccine recipients stay back at the session site for 30 minutes after vaccination. 
Actively observe the recipient during this period for any adverse events.

	• Inform Medical Officer immediately by telephone about serious/severe AEFIs.

	• Call for an ambulance or arrange for transportation to the AEFI management center / 
higher health facility.

Managing Minor Adverse Events
Some common minor adverse events following immunization (AEFIs) are local reactions, 
pain at injection site and fever. High-grade fever following vaccination may precipitate febrile 
seizure in susceptible infants. The ANM should give age-appropriate dose of Paracetamol to 
all children who have got Pentavalent vaccine or DPT in case of fever or pain in injection site 
as follows (Table 4.1):

Table 4.1: Age Wise Doses of Paracetamol Syrup (125 MG/5 ML) 

Age group Dose How often (in 24 hours)

6 weeks - 6 months 2.5 ml

SOS or 4-6 hourly 

vaccination#

6-24 months 5 ml

2-4 years 7.5 ml

4-6 years 10 ml

* Paracetamol is not recommended in children weighing <2kg
# Maximum four doses in 24 hours with gap of atleast four hours between two doses

Managing Adverse Events 
Following Immunization 

(AEFI)
4
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Care givers should be informed and encouraged to practice non-pharmacological methods 
like breastfeeding before, during and after immunization for relieving pain and crying. Other 
methods like sponging, skin to skin contact and keeping with mother are also helpful in 
reducing pain, fever and crying after immunization. A feverish child can be cooled with a 
tepid sponge or bath, and by wearing cool clothing. Extra fluids need to be given to feverish 
children. For a local reaction, a cold cloth applied to the site may ease the pain. Refer the child 
to the hospital, if a child develops fever indicated by: 

	• An axillary temperature of 38 °C or 100.4 °F or higher

	• Or feels hot to touch

For more information, please refer to “Guidelines on use of syrup paracetamol following 
vaccinations” of the Ministry of Health and Family Welfare, Govt. of India.

Initial Management of Anaphylaxis  
Remember: Giving one dose of adrenaline to any suspected case of anaphylaxis 
intramuscularly is completely safe even if it actually turns out NOT to be a case of anaphylaxis 
later. 

A. Suspecting a Case of Anaphylaxis
A case of anaphylaxis is suspected* if there is early onset (within few minutes to 6 hours of 
vaccination) and rapid progression of signs and symptoms with involvement of at least one 
sign/symptom from at least two of the three systems given in Table 4.2.

1.	 Dispense one bottle of 60 ml syrup paracetamol 125 mg/5 ml after every dose of 
pentavalent and DPT.

2.	 Use the dosage chart to choose volume of single dose of paracetamol required to be 
given as per age group.

3.	 Show the mark on the cap till which the syrup has to be filled to the caregiver and 
instruct to:

	» Administer age-appropriate dose of syrup paracetamol ONLY WHEN THERE IS FEVER.

	» Not administer more than four doses a day.

	» USE only the cap supplied with the paracetamol syrup bottle to measure and 
administer syrup paracetamol to the child.

	» Shake the bottle for 10 seconds before use.

	» Refer the child to a doctor if the fever is >38 °C (100.4 °F)
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Table 4.2: Symptoms of Anaphylaxis

System Sign and Symptom

Respiratory 

	• Swelling in tongue, lip, throat, uvula or larynx

	• Difficulty in breathing

	• Stridor (Harsh vibrating sounds during breathing)

	• Wheezing (breath with whistling or rattling sound in the chest)

	• Cyanosis (bluish discoloration of arms and legs, tongue, ears, lips etc.)

	• Grunting (noisy breathing)

Cardiovascular

	• Decreased level /loss of consciousness (fainting, dizziness)

	• Low blood pressure (measured hypotension)

	• Tachycardia (increased heart rate, palpitation)

Dermatological 

or mucosal 

	• Generalized urticaria (raised red skin lesion, rash with itching)

	• Generalized erythema (redness of skin) 

	• Local or generalized Angioedema- itchy/ painful swelling of 

subcutaneous tissues such as upper eyelids, lips, tongue, face etc.

	• Generalized pruritus (itching) with skin rash  

Others
	• Anxiety, diarrhea, abdominal cramps, nausea, vomiting and sneezing or 

rhinorrhea. 

*Many of the initial signs and symptoms are similar in both mild allergic reactions and severe allergic reactions / 
anaphylaxis. ANM may administer a single dose of adrenaline injection at the first sign or symptom suggestive of 

allergy or anaphylaxis.
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B. Steps to Manage a Case of Suspected Anaphylaxis
1.	 Do not panic; reassure patient/parents and care givers. 

2.	 Conscious patient should be kept in a supine position with lower limbs raised higher than 
head. The unconscious patient should be kept in left lateral position. 

3.	 Immediately administer one dose of injection adrenaline by deep intramuscular route. 

Figure 4.2: Contents of Anaphylaxis Kit  

  

C. Steps for Administration of Injection Adrenaline by ANM
1.	 From the anaphylaxis kit, take one ampoule of adrenaline (1:1000) and check name, 

dilution and expiry date on label.

2.	 Take a 1 ml tuberculin / 40 units insulin syringe and a 24G/25G one-inch-long needle and 
use the chart given in Table 4.3 to choose and load the required dose of adrenaline as per 
age and type of syringe supplied (Figure 4.3). 

Figure 4.3: Tuberculin and Insulin Syringes with Detachable Needles 
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Table 4.3: Age-wise Dosage of Adrenaline when using Tuberculin & Insulin Syringe

Age group Dose in mL (tuberculin syringe)# Equivalent volume in insulin syringe#

0-1 year 0.05 2

1-6 years 0.1 4

6-12 years 0.2 8

12-18 years 0.3 12

Adults 0.5 20

# Based on type of syringe available (tuberculin/insulin), choose relevant volume of adrenaline for administration

3.	 Use swab to clean the middle 1/3rd of anterolateral aspect of the thigh of the opposite 
limb to that in which vaccine was given. 

4.	 Give deep intramuscular injection at 90 degrees angle to skin in middle 1/3rd of anterolateral 
aspect of thigh. 

D. Transportation, Informing MO and Documentation 
1.	 Immediately arrange for an ambulance to transport the patient to the nearest health facility 

well equipped to manage anaphylaxis / health facility (PHC/CHC/DH/Civil Hospital). 

2.	 As the patient is being transported to health facility, inform medical officer about the 
case with necessary details (name, age, date, time, site, route and dose of adrenaline 
administered) for further management at the health facility well equipped to manage 
anaphylaxis and for follow up. 

3.	 Record the anaphylaxis reaction in the immunization card in block letters 

4.	 The case details should also be recorded in the AEFI register at the PHC

Once a quarter, the Medical Officer of the PHC should verify and certify that the injection 
adrenaline in the Anaphylaxis kit with each vaccinator will not expire within the next three 
months. If the expiry date is within the next three months, the injections should be replaced 
with fresh ones with longer expiry dates.  

AEFI Management Kit
The AEFI management kit should be 
available at the PHC (or any other 
health facility) with a doctor. The 
health facility should be designated 
as an AEFI management centre 
and the details mentioned in the 
routine immunization or campaign 
microplans. Once an AEFI is referred 
to the management centre, the 
doctor should be able to diagnose the 
adverse event and immediately start 
treatment. All MOs of the designated 
AEFI management centres should be 
trained in standard AEFI management 
and reporting procedures. 

Figure 4.5: Contents of an AEFI Management Kit
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Table 4.4: Contents of an AEFI Management Kit

1.	 Injection adrenalin (1:1000) solution – 3 
ampoules

2.	 Injection hydrocortisone (100 mg) – 3 
vial

3.	 Disposable syringe - Tuberculin syringes 
(1mL) OR insulin syringe of 40 units 
(without fixed needle) - 3 Nos

4.	 Disposable syringe (5 ml)

5.	 24/25G IM needle – 3 sets

6.	 Scalp vein sets or intravenous cannula 
set – 2 sets

7.	 Tab paracetamol (500 mg) – 10 tabs

8.	 Intravenous (IV) fluids (Ringer lactate/
normal saline): 2 units in plastic bottle

9.	 IV fluids (5% dextrose): 2 units in plastic 
bottle

10.	 IV drip set: 2 sets

11.	 Vial cutter

12.	 Cotton wool, adhesive tape – 1 each

13.	 AEFI Case Reporting Form (CRF)

14.	 Label showing date of inspection, expiry 
date of Inj. adrenaline and shortest 
expiry date of any of the components

15.	 Drug dosage tables for Inj. adrenaline 
and hydrocortisone

16.	 In hospital settings, oxygen support 
and airway intubation facility should be 
available

The AEFI management kit is different from the anaphylaxis kit and should not be confused. 
The key difference is that the anaphylaxis kit is for use of the vaccinator at the session site 
for early management of suspected anaphylaxis, whereas the AEFI management kit is for use 
by a medical officer at the AEFI management centre (PHC/CHC, etc.). Other differences are 
mentioned in Table 4.5.

Table 4.5: Difference Between an Anaphylaxis Kit & an AEFI Management Kit

Anaphylaxsis Kit AEFI Kit

At immunization site

At health facility well equipped to manage 

anaphylaxsis (PHC/CHC/district hospital, 

etc.) 

For use by ANM/Health worker/vaccinator For use by medical officer

Contains adrenaline, tuberculin/insulin 

syringes, 24/25G one-inch needles, swabs, 

guidelines/job aid with dose calculation

In addition to contents of Anaphylaxsis 

kit, contains intubation and resuscitation 

equipment, hydrocortisone (injection and 

tablet), ringer lactate, normal saline, 5% 

dextrose, IV drip set, scalp vein sets
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Implementing a Quality Management System (QMS) for AEFI surveillance aims to:

	• Improve efficiency, quality, and safety

	• Standardize processes across all levels

	• Ensures transparency and defines roles clearly

	• Strengthen accountability in implementation

	• Enhance immunization safety for all vaccine recipients

QMS will be implemented simultaneously at all subcentres and PHC session sites. 
There is no need to wait for the subcentre to be completed before starting at the PHC. 
For example, if a PHC has 4 subcentres and sessions are held at 4 subcentres and 1 at 
PHC, QMS must be implemented at all the five sites at the same time.

A systematic step-by-step process, including internal, peer, and external assessments of all 
levels, will be followed to achieve National certification.

	• Internal Assessments: Conducted at all levels every three months to identify gaps and 
develop action plans for improvement.

	• Peer Assessments: Conducted at all levels based on internal assessment scores to ensure 
readiness for external evaluation.

	• External Certification: States meeting the criteria during peer assessments can apply for 
national certification.

A PHC/session site checklist (at Annexure E) is used to conduct assessments in PHCs and 
session sites located in sub centres and PHCs. A feedback survey of vaccine beneficiaries is 
also conducted. Scores are given for each checkpoint in the checklist. After the assessment, 
a gap analysis is done and a gap action plan is prepared. This is implemented so that in the 
next assessment, there is an improvement of scores following the closure of the gap. Eligibility 
for peer and external assessment is based on specific criteria based on the scoring and the 
proportion of session sites under the PHC or districts achieving the minimum score.

Budget for all QMS activities (training, preparing SOPs and other quality documents, internal, 
peer and external assessment, etc.) is available under RCH-4/S.No. 32-Immunization/SRRE of 
the PIP.

Quality Management 
System (QMS) for AEFI 

5
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At the PHC level, medical officer in consultation with Quality Assurance (QA) cell and DIO will 
be responsible for the implementation of activities. Key activities include: 

	• Familiarising Health staff with the checklist and details of the SOPs. To ensure that 
ANMs and their supervisors are aware of the contents of the checklist, its utility during 
assessments, the structure of the gap action plan and details of the SOPs. 

	• Checking the processes described in the SOPs, modifying them if needed to align them 
with the actual/expected practice before sharing and implementing the SOPs. 

	• Conducting the internal assessment of all sub-centre/PHC session sites. 

	• After every assessment (internal and peer), preparing a gap analysis and action plan of 
PHC and sub centre session sites. 

	• Sharing internal assessment checklists and gap action plans to the district.

	• Sharing the gap action plan and other related information with the sub centre ANM and 
support implementation of the action plan.

The indicators for AEFI Surveillance at sub-district level are mentioned in Annexure F.

**Refer to “National Quality Assurance System for AEFI Surveillance (2016)” and “Implementing guidebook of 
Quality Management System for AEFI surveillance in states and districts” for more details.
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Annexures
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Annexure A: Poster on Reporting 
Serious/Severe AEFIs

Maintaining public confidence 
in vaccination programme

An AEFI is any hospitalization, death, events occurring in clusters* (two or more 
cases of the same adverse event related in time, place or vaccine administered), 

disability or congenital anomaly following vaccination. 

Reporting an adverse event following immunization does not mean that the vaccine has 
caused the event. Reported adverse events following immunization are investigated and 

assessed to know the cause.

For any queries related to reporting AEFIs, please contact the following:

Medical Officer/Facility Nodal Officer:               Mobile No.:        Email:

District Immunization Officer:               Mobile No.:        Email: 

Report Adverse Events Following Immunization (AEFI)

Notify the following cases, if these are reported to have occurred following vaccination:

Any other severe and unusual events, suspected by doctors, healthcare professionals or 
public, to be related to immunization may also be reported as an AEFI.

• Anaphylactoid reaction (acute 
hypersensitivity reaction)

• Anaphylaxis

• Allergic Reaction

• Persistent (more than 3 hours) 
inconsolable screaming

• Toxic Shock Syndrome (TSS)

• Severe local reaction

• Hypotonic Hypo-responsive 
Episode (HHE)

• Seizures, including febrile 
seizures

• Fever >102˚F (>38.9˚C)

• Encephalopathy

• Acute flaccid paralysis

• Brachial neuritis

• Intussusception

• Thrombocytopenia

• Lymphadenitis

• Disseminated BCG infection

• Osteitis /Osteomyelitis

• Sepsis

• Injection site abscess 
(bacterial/sterile)

• Guillain-Barré Syndrome
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Annexure B: Process of Reporting an 
AEFI in U-WIN by Vaccinator

Vaccinator (ANM/others) will login into U-WIN using user ID and password (vaccinators’ 
module).

To report an AEFI, click “Report AEFI” in the menu located on the extreme left.

The “Report AEFI” page will be displayed. Click on drop down menu in “Search by” in “Report 
AEFI” page.

A list of options of identity proofs (mobile/Aadhar/reference ID, etc.) against which the 
beneficiary was registered in U-WIN will be displayed in the drop-down menu. Select the 
correct option and enter the identity number in “Search Members” field and click on “Search”. 
All beneficiaries registered with the particular ID will be displayed. From the list, locate the 
name of the beneficiary who has suffered an adverse event which is being reported. Click 
“Report AEFI” button against that name. 

All dates when vaccinations were received by the chosen beneficiary will be listed with separate 
“Report AEFI” buttons against each date of vaccination. Identify the date of vaccination before 
the date of onset of the symptoms of the adverse event and click on "Report AEFI" against this 
date of vaccination. 

A list of vaccines received on the selected date of vaccination will be visible which cannot be 
changed (pre-filled). Scroll down to locate “Details of Notifier” section. Fill the name, mobile 
number, place of posting and select the “Designation” of the person informing the adverse 
event to the vaccinator from the drop-down menu.

The “Details of the session site” are pre-filled and cannot be changed by the vaccinator. Fill 
“Time of vaccination” in hh:mm format and select ‘Routine Immunization Session’, ‘Campaign 
(MI, Pulse Polio, MR, JE…)’ or ‘Other’ from the drop-down menu in “Vaccination done in”. 

A page displaying a list of adverse events (signs/symptoms/diagnosis) will be displayed. The 
vaccinator will click on the relevant boxes before the signs/symptoms/diagnosis in the given 
list of adverse events. Select “Any other” if the signs/symptoms/diagnosis is not available in 
the given list and give details in the field.   

Fill the date (in DD/MM/YYYY format) and time of first symptom (in hh:mm format), and click 
on option (Yes or No) against “whether hospitalized”. If the beneficiary is hospitalized, then 
enter date of hospitalization (in DD/MM/YYYY format). 

Select “Yes” in the drop-down menu below the question “Whether death” to report a death 
following vaccination. If ‘Yes’ is selected under “Death”, then enter “Date of death” in DD/MM/
YYYY format.

For non-death (hospitalized or non-hospitalized) cases, select “No”. As appropriate, select 
one of the following options - ‘Recovered completely’, ‘Recovered with sequalae’, ‘Still under 
treatment or unknown’ - from the drop-down list under “Current status of patient”. Select 
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“Yes” in drop down menu under “Is this case part of a cluster” if this case is part of a cluster. 
Otherwise, select “No”.

Once the form is completely filled, click the “Submit” button. After submission of case, in 
place of the ‘Report AEFI’ button, an AEFI ID will be displayed next to the date of vaccination 
of reported adverse event. Now for this date of vaccination, no other adverse event can be 
reported. This AEFI ID will be also be linked to the Reference ID of the beneficiary in UWIN and 
will be visible in the dashboard linelist of the District Immunization Officer. 
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Annexure C: AEFI Register
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Annexure D: Case Reporting Form (CRF)
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Annexure E: QMS Checklist of PHC/
Session Site

 

National Quality Assurance Standards for AEFI Surveillance Programme 
Checklist for Immunization Sites 

Assessment Summary 
Name of the Immunization sites: Date of Assessment:  
Names of Assessors: Names of Assesses: 
Type of Assessment:  Action plan Submission Date: 

Immunization Sites Score Card  
Area of Concern wise Score  Total  Score  

A Notification & 
Reporting   

  

B Investigation    

D Operational 
Management   

E Communication    
F Convergence   

H 
Quality 
Management 
System 

  

  
Major Gaps Observed  

1   
2   
3   
4   
5   

Strengths / Good Practices  

1   
2   
3   
4   
5   

Recommendations/ Opportunities for Improvement  

1   
2   
3   
4   
5   

Signature of Assessor (s):  
Date : 

  

Ref.no  Area of Concern  Score Received Maximum 
Score 

Percentage  

A Notification & 
Reporting 

      

B Investigation        

D Operational 
Management 

      

E Communication        
F Convergence       

H Quality Management 
System 

      

Total Score       
  

National Quality Assurance Standards for AEFI Surveillance Programme 
Checklist for Immunization Sites 

Reference 
No. 

Measurable 
Element 

Compliance Assessment 
Method 

Means of 
Verification 

Remarks 

Area of Concern - A Notification and Reporting 
Standard 
A1 

The primary responsibility for notifying AEFI cases is defined and 
communicated at each level 
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5   
Recommendations/ Opportunities for Improvement  

1   
2   
3   
4   
5   

Signature of Assessor (s):  
Date : 

  

Ref.no  Area of Concern  Score Received Maximum 
Score 

Percentage  

A Notification & 
Reporting 

      

B Investigation        

D Operational 
Management 

      

E Communication        
F Convergence       

H Quality Management 
System 

      

Total Score       
  

National Quality Assurance Standards for AEFI Surveillance Programme 
Checklist for Immunization Sites 

Reference 
No. 

Measurable 
Element 

Compliance Assessment 
Method 

Means of 
Verification 

Remarks 

Area of Concern - A Notification and Reporting 
Standard 
A1 

The primary responsibility for notifying AEFI cases is defined and 
communicated at each level 

ME A1.1 Vaccinator is aware of 
categories of AEFI 

  SI/PI Ask staff to 
enumerate 
categories & 
whether he/ she 
can differentiate 
between minor & 
severe/ serious 
AEFI 

  

ME A1.2 Person responsible for 
notifying the AEFI is 
identified 

  SI/RR Ask staff 
regarding the 
responsibility for 
notifying the 
AEFI 

  

ME A1.3 Person responsible for 
reporting the AEFI is 
identified 

  SI/RR Ask staff 
regarding the 
responsibility for 
reporting the 
AEFI 

  

ME A1.4 Identified person is 
aware of the categories 
of AEFI to be notified 

  RR/SI Ask staff to 
enumerate 

  

ME A1.5 Reporting authority 
and route is 
communicated 

  RR/SI Ask staff to 
whom are the 
cases reported 
and how 

  

Standard 
A2 

There is an established procedure for routine reporting of AEFI cases 

ME A2.1 Weekly reporting of 
AEFI cases is ensured 
by ANM/ Nodal 
person for reporting 
AEFI 

  RR In case no AEFI 
case is reported 
during the week, 
a nil report is 
submitted 

  

ME A2.2 AEFI register is 
maintained at the block 
Primary Health Centre 

  RR Verify whether 
the register is 
available 

  

ME A2.3 Weekly report of all 
serious / severe cases is 
submitted to District 
Immunization Officer 

  RR Verify weekly 
reports of AEFI 
cases 

  

ME A2.4 AEFI cases are 
reported in HMIS on 
monthly basis 

  RR/SI Verify HMIS 
reports for 
previous months 
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ME A1.1 Vaccinator is aware of 
categories of AEFI 

  SI/PI Ask staff to 
enumerate 
categories & 
whether he/ she 
can differentiate 
between minor & 
severe/ serious 
AEFI 

  

ME A1.2 Person responsible for 
notifying the AEFI is 
identified 

  SI/RR Ask staff 
regarding the 
responsibility for 
notifying the 
AEFI 

  

ME A1.3 Person responsible for 
reporting the AEFI is 
identified 

  SI/RR Ask staff 
regarding the 
responsibility for 
reporting the 
AEFI 

  

ME A1.4 Identified person is 
aware of the categories 
of AEFI to be notified 

  RR/SI Ask staff to 
enumerate 

  

ME A1.5 Reporting authority 
and route is 
communicated 

  RR/SI Ask staff to 
whom are the 
cases reported 
and how 

  

Standard 
A2 

There is an established procedure for routine reporting of AEFI cases 

ME A2.1 Weekly reporting of 
AEFI cases is ensured 
by ANM/ Nodal 
person for reporting 
AEFI 

  RR In case no AEFI 
case is reported 
during the week, 
a nil report is 
submitted 

  

ME A2.2 AEFI register is 
maintained at the block 
Primary Health Centre 

  RR Verify whether 
the register is 
available 

  

ME A2.3 Weekly report of all 
serious / severe cases is 
submitted to District 
Immunization Officer 

  RR Verify weekly 
reports of AEFI 
cases 

  

ME A2.4 AEFI cases are 
reported in HMIS on 
monthly basis 

  RR/SI Verify HMIS 
reports for 
previous months 

  

Standard 
A3 

There is an established procedure for immediate reporting of serious/severe 
AEFI cases 

ME A3.1 The service provider is 
aware of the AEFI 
events required to be 
immediately notified 
and reported 

  SI Ask staff which 
AEFIs need to 
be reported 
immediately 

  

ME A3.2 List of severe / serious 
AEFI with case 
definition are available 
with service provider 

  SI/RR Verify 
availability of 
case definition 
list 

  

ME A3.3 AEFI case reporting 
format is available 
with the designated 
medical officer 

  RR Check 
availability of 
printed CRF 
format 

  

ME A3.4 Route and timelines of 
reporting of CRF are 
communicated 

  SI Ask staff whom 
to report AEFI 
cases and how 

  

ME A3.5 Duly filled CRF is 
reported by medical 
officer to DIO within 
24 hours of notification 

  RR/SI Check timeliness 
of reporting of 
serious AEFI 
cases. If no case 
has been 
reported, ask the 
MO if he is aware 
of the timeline for 
sending CRF to 
DIO. 

  

Standard 
A5 

There is an established procedure to ensure recording and reporting of AEFI 
cases from the private sector 

ME A5.1 Key private facilities 
providing 
immunization services 
are identified 

  RR Verify whether 
the list of private 
facilities exists in 
the facility/level 

  

ME A5.2 Private service 
providers have been 
effectively 
communicated the 
reporting channel and 
procedures with 
contact details 

  RR/SI Verify with 
private service 
providers and 
also if 
documentation is 
available (letters, 
meeting minutes, 
etc.) 

  

ME A5.3 Primary and secondary 
care hospitals are 
involved in reporting 
of AEFI cases 

  SI Verify number of 
cases reported 

  

Area of Concern - B Investigation 
Standard 
B2 

Preliminary investigation of cases is done as per guidelines 

ME B2.1 Reporting Medical 
Officer prepares the 
list of evidences which 
will be required for 
investigation in 
consultation with DIO 

  SI/RR Relevant 
registers, ANM 
diaries, session 
tally sheets, 
indent records, 
used and unused 
vial, diluents, 
syringes etc. Ask 
MO/DIO for 
itemsto be 
included in the 
list of evidence. 

  

Area of Concern – D Operational Management 
Standard 
D3 

Roles and responsibilities of stakeholders at different administrative levels are 
defined 
and effectively communicated 

ME D3.1 Front line worker is 
aware of her role and 
responsibilities for 
AEFI surveillance 
Programme 

  SI Ask ANM, 
ASHA and AWW 
if they are aware 
of what to do if 
there is an AEFI 

  

ME D3.2 Health Supervisor is 
aware of his/ her role 
and responsibility for 
AEFI surveillance 
Programme 

  SI Ask the Health 
Supervisor 
regarding his/her 
role and 
responsibility in 
the AEFI 
surveillance 
Programme. 
Verify with the 
current AEFI 
guideline 

  

ME D3.3 Medical Officer is 
aware of his/ her role 
and responsibility for 

  SI Ask MO and 
verify with the 
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ME A5.3 Primary and secondary 
care hospitals are 
involved in reporting 
of AEFI cases 

  SI Verify number of 
cases reported 

  

Area of Concern - B Investigation 
Standard 
B2 

Preliminary investigation of cases is done as per guidelines 

ME B2.1 Reporting Medical 
Officer prepares the 
list of evidences which 
will be required for 
investigation in 
consultation with DIO 

  SI/RR Relevant 
registers, ANM 
diaries, session 
tally sheets, 
indent records, 
used and unused 
vial, diluents, 
syringes etc. Ask 
MO/DIO for 
itemsto be 
included in the 
list of evidence. 

  

Area of Concern – D Operational Management 
Standard 
D3 

Roles and responsibilities of stakeholders at different administrative levels are 
defined 
and effectively communicated 

ME D3.1 Front line worker is 
aware of her role and 
responsibilities for 
AEFI surveillance 
Programme 

  SI Ask ANM, 
ASHA and AWW 
if they are aware 
of what to do if 
there is an AEFI 

  

ME D3.2 Health Supervisor is 
aware of his/ her role 
and responsibility for 
AEFI surveillance 
Programme 

  SI Ask the Health 
Supervisor 
regarding his/her 
role and 
responsibility in 
the AEFI 
surveillance 
Programme. 
Verify with the 
current AEFI 
guideline 

  

ME D3.3 Medical Officer is 
aware of his/ her role 
and responsibility for 

  SI Ask MO and 
verify with the 

  

AEFI surveillance 
Programme 

current AEFI 
guideline 

Standard 
D4 

There are established procedures for training and capacity building of 
personnel involved in AEFI Surveillance 

ME D4.1 AEFI guidelines are 
available with key 
stake holders at all 
levels 

  RR/SI Verify 
availability of 
copies of the 
AEFI guidelines 
with committee 
members at all 
levels: BMO, 
DIO, SEPIO, 
others. 

  

ME D4.2 Training and skill 
needs assessment has 
been done for AEFI 
surveillance 
Programme at all 
levels 

  RR/SI Verify whether 
the TNA report 
exists 

  

ME D4.4 Training has been 
provided to 
stakeholders as per 
schedule 

  RR Verify training 
records 

  

Standard 
D5 

Immunization sites are prepared for preventing and treating any adverse 
event following immunization 

ME D5.1 Parents are counselled 
for informing about 
any untoward event of 
concern following 
vaccination 

  OB Observe 
interaction at 
session site and 
interview parents/ 
caregivers 

  

ME D5.2 Antipyretic drugs are 
provided wherever 
required 

  OB, PI Observe session 
site and interview 
parents/caregivers 

  

ME D5.3 Beneficiaries are 
observed for 30 
minutes after 
immunization 

  OB, PI Observe session 
site and interview 
parents/caregivers 

  

ME D5.4 Emergency drug tray is 
available at the site of 
immunization 

  OB/RR/SI Verify the 
emergency tray 
with the updated 
available list as 
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AEFI surveillance 
Programme 

current AEFI 
guideline 

Standard 
D4 

There are established procedures for training and capacity building of 
personnel involved in AEFI Surveillance 

ME D4.1 AEFI guidelines are 
available with key 
stake holders at all 
levels 

  RR/SI Verify 
availability of 
copies of the 
AEFI guidelines 
with committee 
members at all 
levels: BMO, 
DIO, SEPIO, 
others. 

  

ME D4.2 Training and skill 
needs assessment has 
been done for AEFI 
surveillance 
Programme at all 
levels 

  RR/SI Verify whether 
the TNA report 
exists 

  

ME D4.4 Training has been 
provided to 
stakeholders as per 
schedule 

  RR Verify training 
records 

  

Standard 
D5 

Immunization sites are prepared for preventing and treating any adverse 
event following immunization 

ME D5.1 Parents are counselled 
for informing about 
any untoward event of 
concern following 
vaccination 

  OB Observe 
interaction at 
session site and 
interview parents/ 
caregivers 

  

ME D5.2 Antipyretic drugs are 
provided wherever 
required 

  OB, PI Observe session 
site and interview 
parents/caregivers 

  

ME D5.3 Beneficiaries are 
observed for 30 
minutes after 
immunization 

  OB, PI Observe session 
site and interview 
parents/caregivers 

  

ME D5.4 Emergency drug tray is 
available at the site of 
immunization 

  OB/RR/SI Verify the 
emergency tray 
with the updated 
available list as 

  

per 
recommendation 

ME D5.5 Protocols and 
Instructions regarding 
preventing, identifying, 
managing AEFI are 
displayed at the 
immunization sites 

  OB Verify whether 
the materials are 
displayed at the 
session site 

  

ME D5.6 Vaccinator is aware of 
what to do in case of 
any immediate serious 
reaction/anaphylaxis 

  SI Ask the 
vaccinator what 
steps to take in 
case of a serious 
reaction/ 
anaphylaxis 

  

ME D5.7 Vaccinator is aware of 
how to prevent 
immunization error 
related reactions 

  SI Ask the 
vaccinator how to 
prevent 
immunization 
error related 
reactions from 
occurring 

  

Area of Concern – E Communication 
Standard 
E1 

There are established procedures for regular communication to build and 
maintain confidence in the Universal Immunization Programme in the 
community 

ME E1.1 Key personnel for 
community 
engagement have been 
identified and 
authorized 

  SI List of designated 
staff 

  

ME E1.2 Vaccinators and 
extension workers 
deliver the four key 
messages to parents 
after each vaccination 

  OB Observe ANM 
and ask 
parents/caregivers 
the four key 
messages 

  

ME E1.3 Vaccinators and 
extension workers 
communicate the 
benefits of RI at 
VHND sessions 

  OB Observe sessions 
and interactions 

  

ME E1.4 Advocacy with 
community Influencers 
for giving key 
messages on benefits 
of immunization 

  OB/SI/PI Meeting with 
VHSNC 
members, District 
Medical DMEIO 
and block 
panchayat raj 
members 

  

Standard 
E5 

There are established procedures for capacity building of key personnel 
responsible for communication at each level of administration 

ME E5.5 Capacity building for 
social mobilization and 
advocacy is undertaken 
for community 
engagement 

  SI/PI Verify by 
interacting with 
volunteers, 
chosen advocates 
and community 

  

Area of Concern – F Convergence 
Standard 
F5 

There are established procedures for coordination with civil administration 
and law enforcement agencies 

ME F5.3 There is an established 
procedure for seeking 
help of civil 
administration in case 
of crisis 

  RR Ask for meeting 
minutes or SOPs 
or directives or 
evidences of 
previous events in 
which help was 
sought from civil 
administration or 
police 

  

Area of Concern - H Quality Management System 
Standard 
H1 

Quality policy and objectives are defined and disseminated 

ME H1.2 Quality policy for 
AEFI surveillance 
Programme is defined 

  OB/RR/SI Check quality 
policy is 
displayed & staff 
is aware of 
quality policy 

  

ME H1.3 Quality objective for 
AEFI surveillance is 
defined 

  OB/RR/SI Check quality 
objectives are 
displayed. Also 
check staff is 
aware of quality 
objectives 
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ME E1.4 Advocacy with 
community Influencers 
for giving key 
messages on benefits 
of immunization 

  OB/SI/PI Meeting with 
VHSNC 
members, District 
Medical DMEIO 
and block 
panchayat raj 
members 

  

Standard 
E5 

There are established procedures for capacity building of key personnel 
responsible for communication at each level of administration 

ME E5.5 Capacity building for 
social mobilization and 
advocacy is undertaken 
for community 
engagement 

  SI/PI Verify by 
interacting with 
volunteers, 
chosen advocates 
and community 

  

Area of Concern – F Convergence 
Standard 
F5 

There are established procedures for coordination with civil administration 
and law enforcement agencies 

ME F5.3 There is an established 
procedure for seeking 
help of civil 
administration in case 
of crisis 

  RR Ask for meeting 
minutes or SOPs 
or directives or 
evidences of 
previous events in 
which help was 
sought from civil 
administration or 
police 

  

Area of Concern - H Quality Management System 
Standard 
H1 

Quality policy and objectives are defined and disseminated 

ME H1.2 Quality policy for 
AEFI surveillance 
Programme is defined 

  OB/RR/SI Check quality 
policy is 
displayed & staff 
is aware of 
quality policy 

  

ME H1.3 Quality objective for 
AEFI surveillance is 
defined 

  OB/RR/SI Check quality 
objectives are 
displayed. Also 
check staff is 
aware of quality 
objectives 

  

ME H1.4 Progress in achieving 
quality objectives is 
monitored periodically 

  RR Check quality 
objectives are 
reviewed at 
periodic intervals 

  

Standard 
H2 

Standard Operating Procedures are defined, documented and established at 
each level 

ME H2.1 Standard operating 
procedures for 
key processes are 
prepared, approved & 
updated 

  RR Covers following 
areas: notification 
& reporting, 
investigation, 
causality  
assessment, 
operation 
management, 
communication, 
convergence, 
monitoring & 
feedback & 
QMS. Check 
current version of 
SOP is available 

  

ME H2.2 Standard operating 
procedures are 
available at point of 
use 

  RR/SI Check relevant 
part of SOP is 
available with its 
process owner 

  

ME H2.3 Standard operating 
procedure adequately 
describe processes & 
procedures 

  OB/RR/SI Check work 
instructions are 
displayed 

  

ME H2.4 Staff is trained & 
aware of procedures 
written in SOPs 

  RR/SI Verify with the 
training records 
and staff 
interview 

  

Standard 
H3 

There are established procedures for internal assessment and periodic reviews 
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ME H3.1 Periodic internal 
assessments are 
conducted at various 
levels at defined 
intervals 

  RR Check whether 
internal 
assessment plan 
& schedule is 
prepared, internal 
assessors are 
identified & 
trained, records 
of internal 
assessment are 
maintained & 
person identified 
to coordinate 
activities. 

  

ME H3.2 Non compliances are 
enumerated & recorded 
adequately 

  RR Check records are 
maintained 

  

ME H3.3 Action plans are made 
on gaps found during 
assessment process 

  RR Check action plan 
is reviewed 
periodically 

  

ME H3.4 Corrective actions are 
taken to address the 
issues, observed in the 
assessment 

  RR Check system is 
in place to ensure 
that corrective 
actions are taken 
timely 

  

Standard 
H4 

Continual Quality Improvement is practiced at each level of AEFI surveillance 
Programme 

ME H4.2 Action plans are 
prepared for the low 
performing areas in 
stakeholder survey 

  RR Check records are 
available & 
maintained 

  

ME H4.3 Internal quality 
assurance Programme 
for its key processes 
are in place 

  RR Check 
availability & use 
of checklist for 
investigations, 
causality 
assessment, 
communication, 
monitoring & 
feedback etc. 

  

Standard 
H5 

There is an established procedure to identify and mitigate risks in relation to 
AEFI Programme 

ME H5.1 Risk management 
framework is in place 
for AEFI surveillance 
Programme 

  RR Check 
availability of 
risk management 
framework with 
commitment to 
manage risk. Also 
check availability 
of plans, 
relationships, 
accountabilities, 
resources, 
processes and 
activities to 
manage all types 
of risks 

  

ME H5.2 Risks & opportunities 
for improvement in all 
critical processes are 
identified, analysed & 
prioritized 

  RR/SI Check whether 
risks and 
opportunities are 
clearly defined 
including what is 
acceptable & 
what is 
unacceptable, 
how to eliminate, 
avoid & mitigate 
specific risks 

  

ME H5.3 There is a system in 
place to take actions to 
eliminate, avoid & 
mitigate the risks 

  RR Verify risk 
register 

  

ME H5.4 There is a system in 
place to check 
effectiveness of the 
actions taken. 

  RR Verify risk 
register 

  

 



35

A
 C

O
N

C
IS

E
 G

U
ID

E
 F

O
R

 P
H

C
 S

TA
FF

: A
E

FI
 R

E
P

O
R

T
IN

G
, I

N
V

E
S

T
IG

A
T

IO
N

 A
N

D
 M

A
N

A
G

E
M

E
N

T

ME H5.1 Risk management 
framework is in place 
for AEFI surveillance 
Programme 

  RR Check 
availability of 
risk management 
framework with 
commitment to 
manage risk. Also 
check availability 
of plans, 
relationships, 
accountabilities, 
resources, 
processes and 
activities to 
manage all types 
of risks 

  

ME H5.2 Risks & opportunities 
for improvement in all 
critical processes are 
identified, analysed & 
prioritized 

  RR/SI Check whether 
risks and 
opportunities are 
clearly defined 
including what is 
acceptable & 
what is 
unacceptable, 
how to eliminate, 
avoid & mitigate 
specific risks 

  

ME H5.3 There is a system in 
place to take actions to 
eliminate, avoid & 
mitigate the risks 

  RR Verify risk 
register 

  

ME H5.4 There is a system in 
place to check 
effectiveness of the 
actions taken. 

  RR Verify risk 
register 
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Annexure F: Indicators for 
AEFI Surveillance

At Sub-District Level - to be assessed by MOI/C

Reporting Indicator Formula
Review 

Frequency

Data Review 

Benchmark 

(proportion of times 

indicator has been 

reviewed)

Number of AEFI 

cases reported

Number of AEFI 

cases reported

Data to be 

assessed on 

quarterly basis

>75%

Proportion of sub 

centre immunization 

sites scoring at 

least 70% in internal 

assessment (QMS 

indicator for PHC/

Immunization Site)

No. of sub centre 

immunization sites 

scoring at least 

70% in internal 

assessment / Total 

number of subcentre 

immunization sites in 

the PHC area

Data to be 

assessed on 

quarterly basis

50% of the sub centre 

score at least 70% in 

internal assessment
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