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Celebrated World Blood Donor Day on 14" June, 2024 at
National Institute of Biologicals (NIB), NOIDA in collaboration
with Federation of Blood Donor Organisations of India (FBDOI)
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Haemovigilance Programme of India - Milestones

Haemovigilance Programme of India was launched on 10" December, 2012 at the National level in 90
medical institutions across the country by National Institute of Biologicals (NIB), NOIDA, Ministry of
Health & Family Welfare, Government of India as the National Coordinating Centre (NCC). The objective
of'this programme is to track Adverse Reactions associated with Blood Transfusion and Blood Donation.

Haemovigilance is defined as 'a set of surveillance procedures covering the whole transfusion chain from
the collection of blood and its components to the follow-up of'its recipients i.e. from the vein of the donor to
the vein of the recipient. It is intended to collect and assess information on unexpected or undesirable
effects resulting from the therapeutic use of labile blood products and to prevent their occurrence and
recurrence'. Haemovigilance is a tool to improve the quality of the blood transfusion chain, primarily
focusing on safety.

1. Therecipient's armi.e. reporting of Adverse Reactions with respect to Blood Transfusion in the patie
is being covered under Haemovigilance Programme of India (HvPI) with the launch of the
programme on 10" December, 2012 in the country.

2. Thedonor'sarmi.e. Reporting of Adverse Reactions associated with Blood Donations is being covered
under National Blood Donor Vigilance Programme (NBDVP) which was launched on 14" June,
2015 on World Blood Donor Day at Science City Kolkata under the ambit of HvPI.

3. Reporting of Adverse Transfusion Reactions is done online via Haemo-Vigil software & reporting
of Adverse Blood Donor Reactions is done via Donor-Vigil software available on NIB website
www.nib.gov.in

Implementation and coordination of activities of Haemovigilance Programme of India became one of the
Mandates of NIB as per its bye-laws 3.4.1 of the Institute as approved in the Governing Body meeting of
NIB held under chairpersonship of Secretary (Health & F.W.)/ Chairman, Governing Body of NIB on 12"
Dec, 2014

-

DCG (I) issued an office memorandum dated 4" December, 2015 w.r.t. enrolment of all licensed blood
centres under HvPI. These licensed blood centres are required to obtain their user ID and password
from NIB to uplink their adverse transfusion reaction data to Haemo-Vigil software under HvPI.

/

/Natlonal Accreditation Board for Hospitals and Healthcare Providers (NABH) in its third edition of
accreditation standards on Blood Centres and transfusion services issued in year 2016 has included
enrolment by Blood Centres under National Haemovigilance Program of India and monitor adverse
donor reactions and adverse transfusion reactions in compliance to the issued directives. Y,

4 NCC-HvPI, NIB issues certificate of participation to the centres who are actively reporting under
Haemovigilance Programme of India.
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National Institute of Biologicals (NIB), NOIDA & Federation of Blood Donor
Organisations of India (FBDOI) jointly organized the National Workshop on
Haemovigilance, Donor Vigilance & Voluntary Blood Donation on 14", 15" & 16"
June, 2024 atNIB,NOIDA

® Federation of Blood Donor Organisations of India (FBDOI) & NIB have jointly organized the National
Workshop on Haemovigilance, Donor Vigilance & Voluntary Blood Donation at NIB, NOIDA from 14" —
16" June, 2024.

® The National Workshop was inaugurated by the Chief Guest Srimat Swami Sarvalokanandaji Maharaj,
Secretary, Ramakrishna Mission, New Delhi and Dr. Anup Anvikar, Director NIB has Presided the
Inauguration Programme.

® Dr. Akanksha Bisht, Scientist Grade I & Head-Haemovigilance Programme of India, NIB welcomed the
gathering and enlightened the audience on “Role of NIB in Haemovigilance and Donor Vigilance
Programme in India” in the Workshop

® About 120 participants from 23 States and UTs which included Voluntary Blood Donors, Donor
Motivators, Blood Centre Officials, Clinicians & Government Officials across the country participated
in the Workshop.

® NIB also organized the 2.0 KM walk around the campus of NIB, NOIDA & candle lighting event as part of
the celebration of World Blood Donor Day on 14" June, 2024 at NIB, NOIDA wherein Dr. Akanksha
Bisht, Scientist Grade I & Head-IDKL, HvPI & Dr. R.K.Sharma, Scientist Grade III participated.

Walk on World
Blood Donor Day

Lamp
Lighting
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Presentation & Discussions on following topics :-

# Role of NIB in Haemovigilance and Donor
Vigilance Programme in India.

# International and National Scenario of
Voluntary Blood Donation.

# Blood Services and its relevance in Health
System.

National Blood Transfusion Scenario.

Thalassemia Challenges in India.

Government / Corporate / Private

Partnership on Voluntary Blood Donation.

C - S

Rational use of Blood and blood components
and Haemovigilance.

#% Disaster Management in Blood Transfusion
Services.

Candle Light Procession by the Participants at NIB, NOIDA
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DAY-2

Presentation & Discussions on following topics:-

%  Modern Blood Centre in India

# Role of Thalassemics India on Thalassemia
Care & Support.

#%  Need of Voluntary Blood Donation &
Haemovigilance and Donor Vigilance
Programme.

# Role of BCTAM IN strengthening Blood
Centre.

#% Harnessing power of Digital Media on
Voluntary Blood Donation Campaign.

#% Innovative and Unique Concept in VBD.

programme.

#% Role of technician on donor safety and need
of donor safety programme.

#  Thalassemia and sickle cell Care, Support &
Eradication.

DAY-3

Presentation & Discussions on following
topics:-

#  Need of motivation for Voluntary Blood
Donation.
#  Motivation on Voluntary Blood Donation.

%  History of Voluntary Blood Donation
Movement in India.

#  Role of Women In Voluntary blood
Donation. Voluntary Blood Donation,
recruitment & Retention
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National Skill Development & Hands-on Training Programme on Quality Control
of Biologicals for M.Sc. Students of various Universities of the country.

The students from 05 different Universities across the country were apprised about Haemovigilance
Programme of India, followed by Hands-on training on Haemovigilance Software during these training
programmes. One day sessions were kept for Haemovigilance Programme of India in the National Skill
Development & Hands-on Training Programme on Quality Control of Biologicals held from Jan to June,
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Jammu & Himachal Pradesh University on

Mizoram University on
05" February 2024 to 16" February 2024

08" January to 19" January, 2024

Vinoba Bhave University Hazaribagh, Jharkhand

Guru Ghasidas Vishwavidyalaya, Chhattisgarh
On 03" June— 14" June-2024

on 22" April- 03" May-2024

Meeting Organized by NIB J

An online Meeting of National Executive Committee as well as Core Group of Haemovigilance
Programme of India was held on 18" January, 2024.




THN Online Meetings J

Head- HvPI being the Secretary of International Haemovigilance Network (IHN) attended the following
online meetings on:-

1.  05"February,2024,21" February, 2024 & 22" February, 2024

2. 04"March, 2024

3. 13"May,2024 & 16" May, 2024

4. 11" June, 2024 & 13" June, 2024

International webinar J

Head- HvPI invited as a speaker in the International
webinar for Werfen Transfusion Connect series in
Feb'24 held on 28" February, 2024 and gave the
presentation on “First Decade of Implementation of
Haemovigilance Programme in India” in the said
webinar.

Prestigious Invitation: HvPI Head Speaks at International Webinar J

Head- HvVPI invited as speaker in International Haemovigilance Symposium 2024 organized by
International Haemovigilance Network (THN) on 11" and 12" April 2024 in Athens Greece wherein Head- Hv P
gave the presentation on “A Decade of Dedication: The Growth and Development of the
Haemovigilance Programme In India” during the symposium which provided an overview of Blood
Regulatory Mechanism in India, inception & implementation of Haemovigilance Programme of India
(HvPI).

- — - = % e
International Haemovigilance Symposium = e ‘ e
11 & 12 April 2024, Athens 7 .

—_—

tional Haemovigilance &
2024 533

e Ly

Meet our speakers

Paul Ashford (UK) Helen Askitopoulou (GR) Akanksha Bisht (IN)

01, Roper Managermen Emeritus Professor of Ph.D(Pharmacestical Medicing)
it Anaesthesiology in the Faculty of MSc (Brochemistry

tsnts, President ementu Anaesthesiology
CCBEA Mexlicine, Uiniver sity
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New Members Enrolled under Haemovigilance Programme of India (91) J

Andhra Pradesh

1. American Cancer Care Blood Centre, Vijaywada, NTR Dist.

2. Good Samaritan Blood Centre, Eluru Dist.

3. Andhra Hospitals (Bhavanipuram) Pvt. Ltd., Blood Centre,
Vijaywada, NTR Dist.

Assam

1 M/s Swagat Blood Centre, Swagat Endolaparzoscopic Surgical
Research Institute, Shantipur, Guwahati

2 Blood Centre, Assam Cancer Care Foundation, Dibrugarh

Bihar

1. State-of-the Art Model Blood Centre (Bank), Kankarbagh, Patna

Goa

1. Blood Centre Victor Hospital & Medical Services Pvt. Ltd., Malbhat,
Margao

Gujarat

1. Shree Uttam N. Bhuta Red Cross Blood Centre, Bhavnagar

2. Nootan Medical College and Research Centre Affiliated Nootan
General Hospital, Blood Centre and Aphaeresis Centre, Visnagar

3. Blood Centre, U.N. Mehta Institute of Cardiology and Research
Centre, Asarwa, Ahmedabad

. Sushrusha Blood Centre, Navsari

5. Gujarat Methodist Church Cardiac Care & Research Society, Nadiad,
Kheda

6. Zydus Hospitals and Healthcare Research Private Limited Blood
Centre, Vadodara

7. Prathama Blood Centre, Nikol, Ahmedabad

8. Blood Centre Indian Red Cross Society, Vadodara

Haryana

1. Lions Blood Centre, Gurugram

2. Malik Hospital, Uttam Nagar, Hansi

3. Bhiwani Blood Centre, Rohtak Road, Bhiwani

4. Mabharishi Markandeshwar College of Medical Sciences & Research,
Sadopur, Ambala

5. Cygnus Superspeciality Hospital, Krishna Nagar, Rewari

6. Park Hospital Blood Center, Karnal

Himachal Pradesh

1. Dr. YSP Government Medical College, Nahan Dist. Sirmour

2. All India Institute of Medical Sciences (AIIMS), Bilaspur

Jammu & Kashmir

1. Jammu Blood Centre, Kunjwari By pass Road, Jammu

2. Blood Centre GMC, Kantbagh, Baramulla

3. Florence Hospital, Chanapora, Srinagar

4. Blood Centre Noora Hospital, Zaina Kote, Srinagar

Jharkhand

1. Samford Hospital Blood Centre, Kokar Chowk, Ranchi

2. Health Point Hospital, Blood Centre
(A unit of Healthcare & Research Centre), Ranchi

3. Asarfi Hospital Blood Centre, Dhanbad

Karnataka

1. Srinivas Institute of Medical Sciences and Research Institute,

Blood Centre, Mukka, Surathkal

St. Martha's Hospital Blood Centre, Bengaluru

Suchirayu Blood Centre, Hubbali

Sankalp Blood Centre, Vasanta Nagar, Bangalore

Dos

M/s Siddaganga Hospital Blood Centre, Tumakur
Kerala

Azeezia Medical College Blood Centre, Meeyannoor, Kolam
GG Hospital Blood Centre, Trivandrum

Govt. District Hospital, Nilambur, Malappuram

Women and Children Hospital, Alappuzha

MK Haji Orphanage Hospital, Tirurangadi, Malappuram
Govt. Medical College, Konni, Pathanamthitta

Madhya Pradesh

1. M/s Nia Sagarshree Blood Bank, Makroniya, Sagar

2. M/s Manas Blood Center & Component Center, Bhopal

2§ > =
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Maharashtra

1. Sou. Sarjubai Bajaj Blood Centre, Pandharpur Dist- Solapur

2. Topiwala National Medical College & B.Y.L. Nair Charitable Hospital,

Mumbai

Ayush Blood Centre & Component Lab., Dhantoli, Nagpur

Mahalaxmi Blood Centre, Kolhapur

Manipal Hospitals Pvt. Ltd. Blood Centre, Baner, Pune

Criticare Hospital Blood Centre, Kurla West, Mumbai

Puducherry

1. Sri Lakshmi Narayana Institute of Medical Sciences, Kudupakkam
Post, Puducherry

Punjab

Blood Bank/ M/S K D Ganesha Hospital, Amritsar

M/s Shivam Multi Super Specialty Hospital, Hoshiarpur

Alpha Blood Centre, Rupnagar

Guru Kirpa Blood Centre, Ropar

Vardhman Mahaveer Healthcare Blood Bank, Patiala

Punjab Blood Centre, Bathinda

Simrita Blood Centre, Rajpura

. Garg Hospital, Moga

Ra]asthan

1. Alwar Blood Bank, Subash Nagar

2. Blood Centre, M/s Rukmani Birla Hospital (A unit of CMRI), Jaipur

3. Park Hospital, Behror

4. OM Hospital (A unit of Ranjeev Healthcare Pvt. Ltd.), Dist. Kotputli-

Behror

Gurukul Blood Bank, Jaipur

6. Suman Blood Centre (Run By Education Development & Management

o v w
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i

Research Trust), Mansarovar, Jaipur
7. Rajdhani Blood Centre, Jhotwara, Jaipur
Tamil Nadu
KMC Speciality Hospital (I) Ltd., Trichy
A.C.S. Medical College & Hospital Blood Bank, Chennai
Kauvery Hospital Blood Centre, Salem
Blood Centre Royal Care Super Speciality Hospital, Coimbatore
Nagapattinam Government Medical College Hospital, Nagapattinam
Sir Ivan Stedeford Hospital, Ambattur, Chennai
Sankara Blood Centre, Sankara Multi Speciality Hospital,

ey B s =

Kanchipuram
Sri Venkateshwara Blood Centre, Redhills, Chennai
9. Arogya Blood Bank (Kauvery Hospital Medical Services Pvt. Ltd),

g9

Hosur
10. Blood Centre Institute of Obstetrics & Gynecology Hospital for
Women and Children, Egmore, Chennai
Telangana
1. Star Hospitals Blood Centre-Nanakramguda, Rangareddy District
2. BBR Super Speciality Hospital Blood Centre, Balanagar, Hyderabad
Uttar Pradesh
1. IMA Charitable Blood Centre, Kanpur Nagar
2. M/s Aryavart Hospital Blood Centre
(A unit of shreya Medicare Pvt. Ltd., District Meerut
Charak Hospital & Research Centre Blood Bank, Dubagga, Lucknow
All India Institute of Medical Sciences, Kunraghat, Gorakhpur
Blood Centre of Integral Institute of Medical Sciences,Dasauli, Lucknow

o va W

Sarvodaya Hospital, Distt. Gautam Buddh Nagar

Uttarakhand

1. Jaya Maxwell Hospital A Unit of KK Roy Healthcare Pvt. Ltd.,
Bahadrabad Haridwar

2. Government Doon Medical College & Hospital, Dehradun

West Bengal

Vivekananda Hospital Pvt. Ltd. Blood Centre, Paschim Bardhman

Netaji Subhas Chandra Bose Cancer Hospital Blood Centre, Kolkata

Santiniketan Medical College, Muluk, Birbhum

Life Care Medical Foundation Blood Centre, Golpark, Kolkata

Ruby General Hospital Pvt. Ltd. Blood Centre, Kolkata
Saroj Gupta Cancer Centre & Research Institute, Thakurpukur, Kolkata
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National Institute of Biologicals
Ministry of Health & Family Welfare, Govt. of India
NATIONAL BLOOD DONOR VIGILANCE PROGRAMME

(Haemovigilance Programme of India)
Adverse Blood Donor Reaction Reporting Form

Version-2

A) Donor Information

Donor Id *: Type of Donation* (a) Whole Blood (b) Apheresis__ (Platelets/Plasma/
Plasma + Platelets/RBC/Granulocyte/ Peripheral
Sex * (Male/Female/Other) Blood Stem Cells/ COVID-19 Convalescent Plasma)
Weight of Donor (kg) * Height of Donor (cm)* Donor Type* (a) Voluntary (b) Replacement (¢) Family Donor
(d) Autologous (First Time/Repeat)
Age/ Date of Birth *  Yrs: Month: Days: OR Site of Donation* (Blood Centre/Camp)
Pre-Donation Vitals* Pulse: per min BP (Systolic): mmHg Date of Donation *
BP (Diastolic): mmHg Time of Donation Hr Min
B) Whole blood Details of Blood Collected/Apheresis Details of Blood Collected
(a) Whole Blood
Lot No. of Blood Bag* Volume Collected (ml)*

Manufacturer of Blood Bag* (Terumo Penpol Limited/Mitra Industries Pvt. Ltd/

HLL Lifecare Ltd/Fresenius Kabi AG/Fenwal Inc/Polymed/Other)  Expiry Date of Blood Bag*

(b) Apheresis

Lot No. Kit*
Volume Collected (ml)* Expiry Date of Kit*
C) Adverse Reaction Details
Date and Time of reaction* Hr Min Type of Reaction* (Localised/Generalized/Both/
Other Reactions)
Vitals at the time of Reaction Pulse: per min  BP (Systolic): mmHg Data Captured* (Onsite/Call back by donor/
BP (Diastolic): mmHg Call back by Blood Centre)
Reaction Time* (Pre-Donation/During
Donation/After Donation)
Venipuncture Site* (Left/Right/Both) Injury* (Yes/No)
Venipuncture*® (1721>2) Site of Reaction* (At Donation Site/
Outside Donation Site)
Donation Completed * (Yes/No)

D) Type of Complications:*

Localised Complications

|:| A1-Complications mainly characterized by the occurrence of blood outside the vessels

(a)[ ] Haematoma (bruise)

(b)[] Arterial puncture

(c) [] Delayed(bleeding/Re-bleeding) L1 (Within 30 minutes of Donation/After 30 minutes of Donation)
|:| A2-Complications mainly characterized by pain

(a)[ ] Nerve injury/irritation

(b)[] Other Painful arm

A3-Localised infection/inflammation along the course of a vein
(a) [ ] Thrombophlebitis
(b) [] Cellulitis

|:| AS-Other major blood vessel injury -Serious conditions needing specialist medical diagnosis and attention
(a) [ ] Deep venous thrombosis (DVT)
(b) [_] Arteriovenous fistula
(¢) [ ] Compartment syndrome

(d) [] Brachial artery pseudoaneurysm

|:| A4- Allergy (local): Itching and redness at the ] (Venipuncture Site/Medical Adhesive Medicated Tape/Skin Disinfection Area)

Haemovigilance Newsletter Vol. No. 12, Issue 24, July-December, 2024
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National Institute of Biologicals
Ministry of Health & Family Welfare, Govt. of India
NATIONAL BLOOD DONOR VIGILANCE PROGRAMME

(Haemovigilance Programme of India)
Adverse Blood Donor Reaction Reporting Form

Version-2
Generalized Complications
[ B1-Vasovagal reactions
(a) [JGeneralized Weakness (b)[] Anxiety (c) [] Dizziness (d) ] Nausea
(e) CJVomiting (f) [ Pallor(skin and lips) (g) [ Rapid Pulse (h) CJ Convulsions
(i) [ Cold extremities () Hyperventilation (k) [J Hypotension (1) J Low Vol Pulse
(m)[] Feeling of warmth ()] Tetany (0) CJLoss of bowel or bladder control  (p) (] Cyanosis
(q) [[] Sweating (r)[] Loss of Consciousness(LOC) [ (<60 Sec/>60 Sec)
[[] B2-Allergic reactions (Generalized)
(a) [JCyanosis (b) (] Wheezing (c) [JFlushing,swelling of eyes,lips or tongue
(d) [IChest tightness (e)[Cardiac a rrest
] B3-Other serious complications related to blood donation
(a) [JAcute cardiac symptoms(other than myocardial infarction or cardiac arrest) (b) CIMyocardial infarction(MI)
(c)ICardiac arrest (d) [J Transient Ischemic attack (TIA) (e) (I Death
Apheresis Complication Yes/No
[] C-Complications related to apheresis
(a) ] Citrate reaction
[] tingling/vibrations-lips,fingers [[] light-headedness [ Metallic taste [] Muscle twitching
[] Carpopedal spasm []Shock [] Cardiac arrest [] Tetany

[[] Prophylactic Calcium given before reaction ] (Yes/No)
(b) [] Haemolysis during procedure
(c) [] Air embolism

(d)J Unable to return red cell(>200ml)
Other Complication
[] D-Other Reactions Please Specify

Outcome* [ Resolved on donation site [J Resolved on follow up L] Recovered with Sequelae
(] Permanently disabled [] Death following the adverse reactions (] Unknown
Imputability* [ ] Definite (Certain) [J Probable (Likely) [J Possible
(1 Unlikely (Doubtful) [ Excluded

Any Other Information or Predisposing Factors for Submitted Reactions: | |

Reporter................coeevenen Date of Report....................

Denominator Data about All Donor

Total Donation in the month (of reporting)

(] Wholeblood [ |

Volume of donation (Total)* No. of 350 ml bags [ ] No.of450mlbags [ |

[J Apheresisifapheresis [ ] RBC [ ] Platelets || Plasma

COVID-19 Convalescent Plasma |:|

Female [ ] Other [ |

Replacement |:| Family Donor |:| Autologous
Repeat Donors |:|

Camp |:|

Gender of Donor(Total)* Male
Type of Donation(Total)* Voluntary

Donor Types(Total)* First-Time Donors

JUUL

Site of Donation(Total)* Blood Centre

[ ]

Plasma+Platelets |:| Granulocyte |:| Peripheral Blood Stem Cells |:|

[ ]
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National Institute of Biologicals
Ministry of Health & Family Welfare, Govt. of India
(National Coordinating Center)
HAEMOVIGILANCE PROGRAMME OF INDIA

Transfusion Reaction Reporting Form (TRRF) For Blood & Blood Components & Plasma Products (Version-2)

\(A) Patient Information
Hospital Code No.:

* Mandatory Field

Patient Initials*: |Gender*:

|Blood Group*:

Hospital Admission No.*: |Age/Date of Birth*: |....4..4Yr5 | ........ Month | ...... Days | ....... Hrs |...........Mins
Primary Diagnosis*:
Medical History:
\(B) Transfusion Reaction Details*
Was the patient under anaesthesia during transfusion: Yes/No if Yes type : GA/Spinal/LA
Pre-transfusion Vitals: Temp: Pulse: BP: RR: SPO2:
Vitals at the time of reaction: Temp: Pulse: BP: RR: SPO2:
Please tick mark the relevant signs and symptoms listed below
Generalised Pain Respiratory Renal Circulatory
| Fever L_| Anxiety L_| Chest Pain | | Dyspnoea | | Haematuria [ ] Tachycardia
| Chills L_| ltching (Pruritus) |l | Abdominal L | Wheeze | | Haemoglobinuria [ ] Hypertension
| | Rigors L_| Edema (Site) L | Back/Flank Pain | | Cough | | Oliguria [ ] Hypotension
| | Nausea | | Juandice || Infusion Site Pain || Hypoxemia | | Other [ ] Raised JVP
[ ] Urticaria [ ] Other L | Other | [ ] Arrhythmias
| Flushing Bilateral Infiltrates on [ ] oOther
L | Restlessness Chest X-ray
L | Vomiting |:| Other
Any Other(Specify) : R ..
Date & Time Date & Time ) Volume Expiry date | Manufact i .
Select* Select St?lec.t of Issue of of onset Unit Id Blood Transfused | of Blood urer of Lot No. of 1st time/ .
Component Indication Blood R (Transfused) Group the Blood repeat Transfusion
Transfusion (ml) Component |Blood Bag
Component Bag
Saline
|:| Washed Red
Cells
COVID-19
[] |convalescent
Plasma |:|
] Whole blood 1st Time
Packed Red
|:| blood cells
(PRBC)
Buffy coat
D depleted PRBC
Leucofiltered
I:l PRBC
Random ]
D Donon Repeat 1 to 10
platelets/
pooled
I:l Apheresis
Platelets
| Fresh Frozen
Plasma |:|
I:l Cryoprecipitat Repeat > 10
e
I:l Any Other
Add New Plasma Product
Expiry
Date of Batch No.
Select Plasma Product Indication Date of Administration Manufacturer the / Lot No. 1st Time / Repeat
Plasma
Product
|:| 1st Time
|:| Repeat 1to 10
[] Repeat>10
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(D) Investigations
[ ] [clerical Checks

Specify Error Found if any:

Investigation

Pre-transfusion sample

Post-transfusion sample

[ ] Visual Check

* |_| |Repeat Blood Grouping O+ /A+ /B+ /AB+ /O- /A- /B- /AB- O+ /A+ /B+ /AB+ /O- /A- /B- /AB-

* || |Repeat Crossmatch Compatible| | InCompatible Not Done Compatible || InCompatibIel:l Not Done|

* ] Repeat Antibody screen Negative Positive L | NotDone |:| Negative Positive |:| Not Done
[ ] |Antibody Identification

* [ ] |Direct antiglobulin test |:| Negative |:| Positive |:| Not Done |:| Negative |:| Positive |:| Not Done|

Hemoglobin

Plasma Hemoglobin

]

Urine hemoglobin

Bilirubin (Total/conjugated)

Platelet count

PT/INR

Blood culture of Blood Bag

D Negative Positive

Not Done

Specify Organism if positive

Blood culture of Patient

E] Negative Positive
Specify Organism if positive

Not Done

Negative

|:| Positive

Specify Organism if positive

|:| Not Done

EpEEEN

Chest X-ray of the patient in case of suspected TRALI

In case of Non-immune hemolysis (which of the following was the case?)

Hemolysis due to freezing of PRBC Units

Hemolysis due to inappropriate warming of PRBC Units

IO

Hemolysis due to infusion of any other fluid through same BT set.

Specify Fluid:

Mechanical damage

In Case

of ABO Mismatch (which of the following was the case?)

Wrong Blood in tube

Grouping error

Labelling error

D Wrong unit transfused
\(E) Nature of Adverse Reaction(s)*

Select

Reaction

Date & Time of Onset of
Reaction

Date &
Time of
Recovery

Outcome

Febrile Non Haemolytic Reactions (FNHTR)
1° Crise in temperature

2° Crise in temperature |:|

Only Chills & Rigors ]

O]

Allergic reaction

Anaphylaxis

Immunological Haemolysis due to ABO Incompatibility

Immunological Haemolysis due to other Allo-Antibodies

Non Immunological Haemolysis

Hypotensive Transfusion Reaction

Transfusion Related Acute Lung Injury (TRALI)

Definite
(]

Possible
Transfusion Associated Dyspnoea (TAD)

Transfusion Associated Circulatory Overload (TACO)

Transfusion Transmitted Bacterial Infection

Transfusion Transmitted Parasitic Infection (Malaria)

Post Transfusion Purpura

Transfusion Associated Graft versus Host Disease (TAGVHD)

Other Reaction (s) |

|

OJ

1. Death following the
Adverse Reaction(s)

UJ

2. Recovered

UJ

3. Recovered with
Sequelae

UJ

4. Unknown

IMPUTABITLITY ASSESSMENT

S. No. |Reaction Term

Transfusion Product/ Component

|(F) Imputability Assessment*

*Imputability Assessment
(Please mention from the below list)

*Imputability: 1. Definite (Certain), 2. Probable (Likely), 3. Possible, 4. Unlikely (Doubtful), 5. Excluded, 6. Not Assessed

Monthly Denominator Reporting Form *

Hospital Code :

Month/Year:

Blood Component

No

.of Units Issued

1) Saline Washed Red Cells

2) COVID-19 Convalescent Plasma

3) Fresh Frozen Plasma

4) Whole Blood

5) Packed Red Blood Cells (PRBC)

6) Buffy Coat Depleted PRBC

7) Leucofiltered PRBC

8) Random Donor Platelets/ Pooled

9) Apheresis Platelets

10) Cryoprecipitate

11) Any Other
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How to Enrol your Centre under HvPI

Who can Enrol?
Head/ In-charge of Transfusion Medicine Department / Blood Centre

How to Enrol?

1) Head / Incharge of Transfusion Medicine Department / Blood Centre provides the necessary
details to the National Coordinating Centre (NCC) - Haemovigilance Programme of India
(HvPI) by sending the duly filled Enrolment Form either to NCC at National Institute of
Biologicals, Ministry of Health & Family Welfare, Plot No. A-32, Sector-62, Institutional
Area, NOIDA - 201 309 (U.P.) or via E-mail to NCC at haemovigilance@nib.gov.in

2)  NCC verifies the details provided by the centre.

3) Afterverification, NCCissues the User Id and Password to the Head / Incharge of Transfusion
Medicine Department / Blood Centre to access the (a) Haemo - Vigil Software (b) Donor-vigil
Software for onward Submission of Transfusion Reactions Reports and Adverse Blood Donor
Reaction Reports to NCC.

Download Enrolment Form from the site:-http://nib.gov.in/media/Annexure7.pdf
How to Report?

Reporting of Adverse Transfusion Reactions via Haemo-Vigil Software & Adverse
Blood Donor Reactions in donation via Donor-Vigil Software.

a)  Centres enroled under HvPI receives unique User Id & Password from NCC-HvPI, NIB.

b) User Id & Password is same for both the Softwares i.e. Haemo-Vigil (to report adverse
transfusion reactions) & Donor-Vigil (to report adverse donor reactions).

c) Software(s) link is available at NIB website i.e. www.nib.gov.in under the tab of
Haemovigilance Programme of India.

d) The adverse reaction reports can be uplinked and submitted online via the above mentioned
software(s) to NCC-HvPI, NIB

o < cwww.nib.gov.in e = O W
HIZT IHIR | Government of India =3 Ciick here for Oid NIB Website @ @fﬁ 2T ENE o=
= %

=,
T S dwarE) ’
National Institute of Biologicals
e ud ufvar weaTor Harera, uiRd SR

Ministry of Health & Family Welfare, Government of India

““Mandatory documents for COVID-19 kits / VTM submissi

SRRD Unit Laboratories

Welcome to NIB

The National Institute of Biologicals (NIB) had been set up in 1992 NIB is an apex autonomous institute under the Thek nereG-Haemovigi!ance
administrative control of Ministry of Health & Family Welfare (MoHFW), Government of India. The Institute is located at =
A-32, Sector-62, NOIDA, Uttar Pradesh in an area of 74,000 Sq. M Programme of India

The Institute is performing primary statutory function of Quality Control of Biologicals e.g. Insulin, erythropoietin, blood

- > . g Tre qgs &
products, diagnostic Kits e.g. HIV, HBV, HCV, therapeutic monoclonal antibodies like Trastuzumab and Rituximab used in Click nere 2> Lpcomin 9 Tr BININgS At
cancer treatment etc. in accordance with provisions of Drugs & Cosmetics Act 1940 and Rule 1945 amended from time to NIB
time. The Immunodiagnostic kit Laboratory of the Institute is a WHO Collaborating Centre for Quality Control of HIV, HCV,

HBsAg and Syphilis In-Vitro Diagnostic Assays and Support Gell for WHO Pre-Qualification Programme for In-Vitro
Diagnostics ? What's New
Institute is NABL accredited for ISO/IEC 170252017 as per the scope defined for discipline of Biological testing and PM to 06:00 PM through online mode).

For more information kindly visit website
http-/‘hvps arurewebsites net For any
Query related to conference kindly call at

The Institute is notified Central Drugs Laboratory and Central Medical Device Testing Laboratory under these statutory Toll Free number i.c:- 1800-180-2588 or
provisions. The biological products are tested as per statutory standards laid down in indian Pharmacopoeia or relevant mail us at contacthvpi@gmail com
pharmacopoeia or International norms, in the NIB laboratories. The laboratories are also accredited by NABL as per the

scope defined. Some of the NIB scientists have aiso been notified as Government Analysts and Medical Device Testing

Officers for biological products as per Statutory Norms D DI Notification for Covid 19
The scientists of the institute are committed towards their duty and follow the mandates and functions meticulously Some Naccine

of them are as hereunder

Chemical testing in Biological products
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National Institute of Biologicals
Ministry of Health and Family Welfare, (Government of India)

Address : Plot No.: A-32, Sector-62, Institutional Area, Noida - 201309, (U.P.)
NIB Website : http://nib.gov.in
Phones 3 0120-2400072, 0120-2593600

Toll Free No. : 1800-180-2588 [Mon to Fri (9:00 a.m. to 5:30 p.m.)]
Query related to Haemovigilance Programme of India.

ﬁ or any other Information/ Suggestions/ Query related to \
Haemovigilance Programme of India

Kindly Contact :
Dr. Akanksha Bisht, Scientist Grade-I & Head-Haemovigilance Programme of India, NIB, NOIDA
o Qt : haemovigilance@nib.gov.in /
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