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	Appendix 2

	PRELIMINARY INVESTIGATION REPORT (PIR)

(To be reported to State & GoI within 7 days of submitting FIR)

	(Only for Serious Adverse Events Following Immunization - Death  /  Hospitalized  /  Cluster  /  Disability)

	DIO/RCHO/District Nodal Officer to complete all details in BLOCK letters only

	State              District                                                  Case ID    IND (AEFI) /           State Code         /        District Code           /     Year       /  Serial No.

	Block/ Ward                                                                 Village/ Urban Area

	

	Place of Vaccination (encircle) :  Govt. Health Facility / Private Health Facility/ 
                                                  Other Specify _________   



	Site Address: 


	Name of Reporting Officer :
	Date of filling PIR :  

	Designation: 
	Posted at:

	Land Line (with STD Code) : 
	Mobile No.                                Fax No.:

	

	Patient Name*
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	* use separate form for each case in a cluster

	

	Date of Birth
	D
	D
	M
	M
	Y
	Y
	Y
	Y
	
	Age (in months)
	
	
	
	Sex
	Male
	Female

	

	Father’s Name
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Husbands Name
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Complete Residential Address of the Case with landmarks (Street name, house number, village, block, Tehsil, PIN No. etc.)

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	P
	I
	N
	-
	
	
	
	
	
	
	
	P
	H
	O
	N
	E
	-
	
	
	
	
	
	
	
	
	
	
	

	

	Details of vaccine, diluents given to the patient at this session site on the day of the event

	Vaccine/Vit-A/ Diluent
	*Dose Administered 
	Name of Manufacturer

(in BLOCK Letters)
	Batch No.
	Manufacturing Date
	Expiry Date

	BCG
	
	 
	 
	 
	 

	BCG Diluent
	
	
	
	
	

	DPT
	
	
	
	
	

	OPV
	
	
	
	
	

	Measles
	
	
	
	
	

	Measles Diluent
	
	
	
	
	

	 Hep-B
	
	
	
	
	

	DT
	
	
	
	
	

	TT
	
	 
	 
	 
	 

	Vit-A
	
	
	
	
	

	Others (H1N1)
	
	
	
	
	

	(*In the doses administered column write the dose received by beneficiary like 1st, 2nd, 3rd, booster and any other)

	Date of First Information
	D
	D
	M
	M
	Y
	Y
	Y
	Y
	Date of Preliminary Investigation
	D
	D
	M
	M
	Y
	Y
	Y
	Y

	Date of Vaccination
	D
	D
	M
	M
	Y
	Y
	Y
	Y
	Time of Vaccination
	H
	H
	M
	M
	(
	AM
	PM
	)

	Date of first symptom
	D
	D
	M
	M
	Y
	Y
	Y
	Y
	Time of first symptom
	H
	H
	M
	M
	(
	AM
	PM
	)

	
	

	Date of Hospitalization
	D
	D
	M
	M
	Y
	Y
	Y
	Y
	Time of Hospitalization
	H
	H
	M
	M
	(
	AM
	PM
	)

	
	

	Outcome (encircle)
	Death /Still Hospitalized /Discharged /Left Against Medical Advice (LAMA)/Not Hospitalized

	Date of Death
	D
	D
	M
	M
	Y
	Y
	Y
	Y
	Time of Death
	H
	H
	M
	M
	(
	AM
	PM
	)

	Post mortem done? (encircle)
	Yes/ No / Planned on (date) _____________
	If Yes**, Date________ Time__________

** Attach report (if available) with FIR              

	Relevant information of the patient prior to immunization: 

	
	
	If ‘Yes’, specify 

	Past H/o similar event
	Yes / No
	

	Reaction after previous vaccination
	Yes / No
	

	H/o allergy
	Yes / No
	

	Pre-existing illness / disorder
	Yes / No
	

	H/o hospitalization in last 30 days with cause
	Yes / No
	

	Recent H/o trauma with date, time, site and mode
	Yes / No
	

	For women

· Currently pregnant?

· Currently Breastfeeding
	Yes / No 

Yes / No
	

	Family History of any disease or allergy
	Yes / No
	

	Was the patient on any concurrent medication for any illness

(if Yes : name the drug, indication & Doses)
	Yes   /   No   /Unknown

	Details of first examination* of serious AEFI case

	*Instructions – Attach copies of ALL available documents and then complete additional information NOT AVAILABLE in existing documents (case sheet, discharge summary, case notes, post mortem reports etc). i.e. 
· If Patient has taken medical care - Attach copies of all available documents (including case sheet,  discharge summary, laboratory reports and post mortem reports - if available) and complete only additional unavailable information below
· If patient has not taken medical care – Complete this form fully

· If the investigator has disagreement with the findings in any of the document(s) mentioned above, the same may be expressed here with justification

	Source of information (encircle all that apply): Examination by the 
investigator/ Documents/ Verbal autopsy/ Other ________

	If from verbal autopsy, please mention the source (encircle)
	Person who first examined the child:
                                                                                                         Other sources (specify)

	Signs and Symptoms in Chronological order:



	First Examined by:
	Designation:

	Date and time of onset of 1st symptoms:
	Date and time of examination:

	Findings on initial examination that are NOT documented in the available documents or if the investigator disagrees with the information documented please record details (with justification) here

	Consciousness 
	Alert  /  drowsy  /  Unconscious other (specify)_____________
Describe:



	Vitals  
	Pulse                          Temperature                 Respiratory rate                    BP



	Skin 
	Rash  /  cyanosis  /  petechiae  /  pallor  /  jaundice  /  others (specify)____________

Describe:



	Eyes
	Vision: Normal / Impaired

Pupil :         Normal / Constricted / Dilated / Reacting to light 



	Hearing Speech
	Normal / Impaired (Describe)

Normal / Abnormal (Describe)

	Neck 
	Neck Stiffness:            Present / Absent  

	Chest 
	Auscultation        Normal / Crepts / Rhonchi  

Heart sounds      Normal / Murmur

(Describe)

	Respiratory
	Normal / Cough / Shortness of breath /  others (specify)____________

Describe:



	GI
	Pain abdomen   /   Vomiting     /     diarrhea    /   dysentery  / others (specify)____________

Describe:



	Abdomen 
	Normal  /  Distended  / Tender 

Liver :     Not palpable /  Palpable  (If palpable specify size)

Spleen :  Not palpable /  Palpable  (If palpable specify size)

(Describe)

	Limbs
	Tone 

· Upper Limbs     Normal / Increased  / Decreased 

· Lower Limbs     Normal / Increased  / Decreased 

Reflexes

· Biceps               Normal / Increased  / Decreased /  Absent

· Triceps              Normal / Increased  / Decreased /  Absent

· Supinator           Normal / Increased  / Decreased /  Absent

Plantar              Extensor / Flexor 



	Any other abnormal signs. 

Treatment  provided:  

Provisional diagnosis:

Add additional pages if needed

	Details of immunization provided at the site on the day AEFI reported

	Number of beneficiaries immunized with the same antigen at session site. 
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	

	a) Number of beneficiaries immunized from the implicated vaccine vial/ampoule   
	

	b) When was the patient immunized?        (encircle below)

	· Within the first vaccinations of the session / Within the last vaccinations of the session / Unknown

	· Within the  first few doses of the vial administered/  Within the last doses of the vial administered/  Unknown

	c) Number of OTHER beneficiaries immunized with the implicated vaccine vial in the same session
	

	d) Number of OTHER beneficiaries immunized with the implicated vaccine having the same batch number in  other location specify _____________
	

	c) Is this case a part of a cluster?
	Yes / No

	a. If yes, How many other cases have been detected in the cluster?
	

	b. Did all the cases receive vaccine from the same vial?
	Yes / No

	c. If No, Number of vials implicated
	


	Immunization practices at the location (s) where implicated vaccine was used
(fill up this section by asking & or observing practice)

	Last vaccine storage point:
	

	· Temp of ILR (0C)
	

	· Temp of deep freezer (0C)
	

	· Correct procedure of storing vaccines, diluents and syringes followed?
	Yes
	No

	· Any other item (other than RI vaccines and diluents) in the ILR or freezer?
	Yes
	No

	· Partially used reconstituted vaccines in the ILR?
	Yes
	No

	· Unusable vaccines (expired, no label, VVM stage 3 & 4, frozen) in the ILR?
	Yes
	No

	· Unusable diluents (expired, manufacturer not matched, cracked, dirty ampoule) in the store?
	Yes
	No

	Specific key findings/additional observations and comments:



	Vaccine Transportation:
	

	· Type of vaccine carrier used
	

	· Vaccine carrier sent to the RI site on the same day of vaccination?
	Yes
	No

	· Vaccination carrier returned from the RI site on the same day of vaccination?
	Yes
	No

	· Conditioned ice-pack used?
	Yes
	No

	Specific key findings/additional observations and comments:



	Syringes and Needles Used:
	

	· Are AD syringes used for immunization?
	Yes
	No

	If No, specify the type of syringes used: Glass/ Disposable/ Recycled disposable/ other specify _______

	Specific key findings/additional observations and comments:



	Reconstitution: (complete only if applicable, write NA if not applicable)
	

	· Reconstitution procedure (encircle)

                              Same reconstitution syringe used for multiple vials of same vaccine?

                              Same reconstitution syringe used for reconstituting different vaccines? 

                              Separate reconstitution syringe for each vaccine vial?

                              Separate reconstitution syringe for each vaccination?
	

	· 
	Yes
	No
	NA

	· 
	Yes
	No
	NA

	· 
	Yes
	No
	NA

	· 
	Yes
	No
	NA

	· Are the vaccines and diluents from the same manufacturer?
	Yes
	No
	NA

	Specific key findings/additional observations and comments:



	Injection technique: (Observe another session in the same locality – same or different place)

	· Correct dose and route? 
	Yes
	No

	· Time of reconstitution mentioned on vial ?
	Yes
	No

	· Non-touch technique followed?
	Yes
	No

	· Contraindication screened prior to vaccination?
	Yes
	No

	· How may AEFI reported from the centre that distributed the vaccine in last 30 days?
	

	· Training on immunization received by the vaccinator : (If Yes specify date of last training___________)
	Yes
	No

	Specific key findings/additional observations and comments:



	
	

	

	

	

	Community Investigation (Please visit locality and interview parents/ others)

	Any similar events reported in the locality?    Yes / No

If Yes, Describe: 



	If Yes, How many events / episodes?

	Of those effected, How many are 

· Vaccinated:_____________________________
· Not Vaccinated:__________________________
· Unknown:________________________________



	District AEFI Committee Review & Investigation Report

	a) District AEFI committee review held?
	Yes
	No

	If Yes, then date of review by district AEFI committee
	D
	D
	M
	M
	Y
	Y

	b) Any implicated samples sent for testing following District AEFI committee review?
	Yes
	No

	Details of Vaccine/ Diluent samples sent to CDL Kasauli

	Vaccine/Diluent Name
	Used

Vial/Amp. Quantity
	Batch no, Lot no, date of expiry
	Date Sent
	Unused

Vial/Amp. Quantity
	Batch no, Lot no, date of expiry
	Date Sent

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	Details of Syringe/ Needle samples sent to CDL Kolkata

	Type of Syringes
	Quantity
	Batch no, Lot no, date of expiry
	Date Sent
	Type of Needles
	Quantity
	Batch no, Lot no, date of expiry
	Date Sent

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	c) Any biological product (CSF, Blood, Urine, etc) sent for testing?           
If yes , specify details of the lab; attach copy of  report if available
Note: for AEFI  resulting within 28 days following JE vaccine ,send  sample of CSF, Serum  to nearest NIV lab in Pune  or Gorakhpur.
	Yes
	No

	d) Was local drug inspector involved in collecting additional samples?
	Yes
	No

	e) Other investigation, specify the findings and attach report.


	

	Preliminary Assessment (working hypothesis of AEFI committee):

	Probable underlying cause of the adverse event:

	Type of Adverse Event suspected based on preliminary findings  (encircle)
	Programme Error
	Vaccine Reaction*
	Coincidental
	Injection Reaction
	Unknown

	

	Specific reasons for suspecting the above:



	Corrective actions/recommendations:

*If an event is suspected to be related to vaccine(s)/ diluent(s), immediate efforts should be initiated by DIO/ District Cold chain Officer to collate the information related to - Number of blocks supplied with the suspected batch and Number of beneficiaries vaccinated with the suspected batch.

	Attached copies of reports / documents etc with this PIR:

1.
2.
3.
4.
5.
6.



	District AEFI Committee that conducted the preliminary investigation

	Name
	Designation
	Signature

	1.
	
	

	2.
	
	

	3.
	
	

	4.
	
	

	5.
	
	

	6.
	
	

	7.
	
	


	DIO/ District Nodal Person  (Officer forwarding this report)



	Name  ………………………. Designation………………………..…Date of submission to state/ national level…………………
Mobile No…………………….…………. Landline (with STD code)…………….…………   Fax No. ………………………………

Email id……………………………….     Complete Office address (with Pin code)………………………………………………….

……………………………………………………………………………………………………………………………………………….……………………………………………………………………………………………Signature/ seal……………………….Date


Please ensure that this PIR form (ALL 7 pages) reach:

State Immunization Officer & Assistant commissioner (UIP), Immunization division of Govt. of India, MOHFW, Nirman Bhawan, New Delhi – 110108 and Director, EMR, DGHS
 (Fax No. – 011 23062728; 01123061457    /    Email: aefiindia@gmail.com



                                        diremr@nic.in)
Important Laboratory Addresses:

	Send Vaccines and Diluents to
	Send syringes and needles to
	Send Biological specimens to

	CDL Kasauli
	CDL Kolkata
	NIV Gorakhpur
	NIV Pune

	Director.

Central Drugs Laboratory

Central Research Institute

Kasauli – 173204.

Himachal Pradesh.
	Director

Central Drugs Laboratory

Ministry of Health & Family Welfare Govt. of India

3, KYD Street

Kolkata-700016
	Director

Officer In-Charge

National Institute of Virology

Gorakhpur Unit.

BRD Medical College Campus

Gorakhpur – 273013.
	Director

National Institute of Virology

20/ A, Dr. Ambedkar Road.

Post Box No. 11,

Pune - 411001

Maharashtra

	Email : nclkasauli@bsnl.in
	Email: cdlkol@gmail.com
	Email: cdlkol@gmail.com
	E-mail  : nivicl@pn3.vsnl.net.in

	Phone: 0179-2272046

            0179-2272060
	Phone:   033-22299021

              033-22870513
	Phone : 0551-2506698


	Phone :  020-26127301

              020-26006290

	Fax: 0179-2272049

        0179-2272016
	Fax : 033-222 99380

          033-222 99541
	Fax : 0551-2506698


	Fax:       020-26122669

              020-26126399


For State level use only

Note: *If an event is suspected to be related to vaccine(s)/ diluent(s), then immediate efforts should be initiated by State Immunization Officer and State  Cold chain Officer to collate the information related to the districts supplied with the suspected batch and number of beneficiaries vaccinated with the suspected batch. The consolidated data needs to be sent to the govt of India as early as possible
