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Foreword

A centralized Haemovigilance system was launched across the
country on 10" Dec, 2012 with an objective to track Adverse Reactions/
Events and incidence associated with Biologicals, Blood transfusion and
Blood Product administration (Haemovigilance) and to help identify
trends, recommend best practices and interventions required to improve
patient care and safety. In order to analyse the data pertaining to
Haemovigilance coming from all over the country, there was a need to
have an indigenous software. Haemo- Vigil, a software developed by IT
Division of National Institute of Biologicals to collate & analyse the
Haemovigilance data was launched on 24" Jan 2013.

| am happy that the members of Core Group — Haemovigilance & IT
Division of National Institute of Biologicals have done a commendable
job in preparing & launching of Haemo- Vigil Software and Instruction
Manual for Haemo- Vigil Software.

| sincerely believe that the Instruction Manual for Haemo-Vigil
Software will be useful and an essential tool to enable the user to enter
the data in Haemo- Vigil Software which will aid in collation & analysis of
the Adverse Reactions related to Blood Transfusion & Blood Product
Administration as reported from all across the country.

(Dr. Surinder Singh)° * 4o
Director In- Charge,
National Institute of Biologicals,
Ministry of Health & Family Welfare,

Government of India
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Contact or E-mail us at

haemovigilance@nib.gov.in

Contact No. 0120-2400022,72
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Step 1:

€ &) hitp://nib.gov.in/ Vl [2 || x| |E Bing |§p |
File Edit View Favorite ools  Help
¢ Favorites j @ National Institute of Biologicals [ | 0 v B [ @ - Page~ Safety~ Tools~ @

National Institute of Biologicals

Ministry of Health and Family Welfare, Government of India

Trainings/Workshoj

« Governance

= Infrastructure

« Laboratories

« Sample Tracking

« Inventory Module
« Tenders NEW!

= Collaboration NeW!

« Haemovigilance Programme
NEW

« Meetings and conferences
« RTL

« Suppliers Log

= Reports/ Publications NEW!

= Daily Dispatch Reports vrpsaTED

Locale of the Administrative Block

National Institute of Biologicals an autonomous Institution under the Ministry of Health & Family
Welfare (MOHFW)-Government of India is a premier Scientific Organization and a Centre of
Excellence to ensure quality of biologicals and vaccines in the country.

Link to NIB website- http://nib.gov.in/

Mandate
Functions
Quality Policy

Links

&9 Updates

NEW! Advertisement for
the post of Scientist Gr- I/
Scientist Gr- II /Jr.
Scientist / Jr. Hindi
Translator on Direct
recruitment Basis

NEW! REVISED RATES OF
TESTING CHARGES / FEE
APPROVED AND
APPLICABLE W.E.F.
01.09.2012

NEWISample Receipt
Format

Step 1(A):;

National Institute of Biologicals

Home About Us Services
= Governance

= Infrastructure

= Laboratories

= Monographs

= Sample Tracking

= Inventory Module

= Tenders MEW!

= Collaboration MEW!

= Proficiency Testing

= Haemovigilance Programme
NEW!

Haemo-Vigil Software Manual

Participation Careers Directory Tech. Expertise Contact Us

Haemovigilance Programme

National Institute of Biologicals & Indian
Pharmacopoeia Commission Collaboration

Haemavigilance is a continuous process of data collection and analysis of transfusion-
related adverse reactions in order to investigate their causes and outcomes, and
prevent their occurrence or recurrence.

Indian Pharmacopoeia Commission in collaboration with Mational Institute of
Biolonicals has launched a Biovinilance proaramme (ByPh including Haemovigilance

. (PP} with
Click here to open
Haemovigilance Programme

Biologicals,
1 as well as tissue

ransfusion and Blood product a
orc (Ml and cell therapy transplantation.

70 help identify trends, recommend best practices and interventions required to

wanrowa nationt fara and cafote while raducine cearall fret of tho haalthears cvctar

Guidance Documert For Reporting
Serious Adverse Reactions in Blood
Transfusion Service

Transfusion Reactions Reporting Form
(TRRF) For Blood & Blood Products

Orders - Haemowigilanoe

teatings- Haemowigilanoe
Haemo-Vigil Software NEW!
Haemo-¥igil Software Manual NE

Any Queries / Suggestions kindly
mail us :
haemovigilance@nib.gov.in

Photo Gallery - Haemowigilanoe
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Step 1(B):-

Home About Us Services Careers Directory Tech. Expertise Contact Us

= Governance Guidance Document For Reporting

Haem ovigilance P rogramme Serious Adverse Reactions in Blood
Transtusion Service

= Infrastructure

National Institute of Eiologicals & Indian

A = = Al Transtusion Reactions Reporting Form
= Laboratories Pharmacopoeia Commission Collaboration (TRRF] For Bload & Blaod Products
Haemavigilance is a continuoug process of data collection and analysis of transfusion- .
= Monographs Orders - Haemovigilance

related adverse reactions in order to investigate their causes and outcomes, and
prevent their occurrence or recurrence.
= Sample Tracking Meetings- Haermowvigilance

Indian Pharmacopoeia Commission in collaboration with MNational Institute of
= Inventory Module Biologicals has [aunched a Biovigilance programrme (BvPI) including Haemunglance Haemo-Vi

acrosg the country under its Pharmacovigilance Pragramme of India { PyPN_us
= Tenders MEW! following Termns of References : ﬁ <

= Collaboration MEW!

MEW!

Haemo-¥igil Software Manual ME!

Any Queries

kindl
1. To track Ad ST gestions kindly

: _ Bood vansiu: - Click here to open Haemo-Vigil (| haemovigianceaniv.gov.in
= Proficiency Testing organ and cell
- Software Manual A ——
= Haemovigilance Programme
MEW 2 To help ider

irnerwa natiant mara and cataty whila radneine mearall fast of tha hoaltheara cwetam

Step 1(C):-

v
%) National Institute of Biologicals &
.o/ Ministry of Health and Family Welfare, Government of India ) !
Home About Us Services Participation Careers Directory Tech. Experlise Contact Us
= Governance Guidance Documert For Reporting
Haem ovigi'ance P rogramme Serious Adverse Reactions in Elood

Transfusion Service
u Infrastructure

National Institute of Eiologicals & Indian N ——
= = = = ranstusion Reactiions Reporting Form
» Laboratories Pharmacopoeia Commission Collaboration [TRRF] For Blood & Elood Froducts

Haemavigilance is a continuaus process of data collection and analysis of transfusian-
related adverse reactions in order ta investigate their causes and outcames, and
prevent their occurrence ar recurrence.

= Monographs

Orders - Haemovigilance

= Sample Tracking

Indian Pharmacopoeia Commission in collaboration with National Instit.z
= Inventory Module Biologicals has f;unched a Biavigilance programme (BvPl) including @895 i Panc Haemo-Vigif Software NEW!
across the country under its Pharmacovigilance Programme of India
following Terms of References

1. To track Advers Elckhes open Haemo-Vlg" Any Queties / Suggestions kindly
. ilus:
Blood transfusion Software ||| mail us

. . haemovigilance@nib.gov.in
= Proficiency Testing organ and cell therapy transpramen

= Tenders NEW! Haemo-Vigil Software Manual MEW

= Collaboration MEW!

. Photo Gallery - Heemowigilance
» Haemovigilance Programme
MNEW! 2. To help identify trends, recommend best practices and interventions required to

imprnwn natiant fara and cafaty whila radirine nuarall cact of tha haalthrara cuctam

Link to Haemovigilance Software:

e Go to http://nib.gov.in/ - the homepage of National Institute of Biologicals (NIB) .

e Click on the “Haemovigilance Programme” tab.

e On the right hand side of the page click on the “ Haemo-Vigil Software Manual” tab which contains
instructions to use software.

e On the right hand side of the page click on the “Haemo-Vigil software” for Login Page.
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Indian Pharmacopoeia Commission - National Institute of Biologicals

Ministry of Health & Family Welfare, Govt. of India g %
z) S,
HAEMOVIGILANCE o
(Pharmacovigilance Programme of India) Trume &

TRANSFUSION REACTIONS REPORTING FORM FOR BLOOD & BLOOD PRODUCTS

Member Login
]
[ 1

Validafion code:

by .
Enterthe code ahave here

Cantread the image? click here to refresh

Enter “Username” and the “Password” in the required fields.
Enter the “Validation Code” and click submit.

Don’t use special characters like (! @ #$ %~ & * () _+=<>7?*.{}\) in the form.

Step 3:-

Indian Pharmacopoeia Commission - National Institute of Biologicals 5 %.#
Ministry of Health & Family Welfare — Govt. of India = Z
Bl g
HAEMOVIGILANCE "% ,,\69
. - TiruTe OF
{ gilanca Prog of India) ~HruTe OF
TRANSFUSION REACTIONS REPORTING FORM FOR BLOOD & BLOOD PRODUCTS
User : : Sign-Out :: | _

Details of Transfusion Reaction Reporting Form

Showing results 1 to 13 of 13 Add Details
ID ||[Form No.||Hospital Code No.||Hospital Admission No.||Audit Trail||Date of Report|[Centre ID||State ||Update
[ |[1098 nbm lbmh audit_date |[12/12/2012 0 andhra |[view
[T |[1095 ghgih gihg audit_date |[12/12/2012 0 andhra |[view
[ |[1034 vnbn lvbng Audit_date |[12/12/2012 0 Andhra|[view ||
[T ({1093 athgth thath Audit_date |[12/12/2012 0 Andhra|[view
[ (1052 gihg lgigh Audit_date |[12/12/2012 0 Andhra|[view
[ ({1091 nvmhg lhihg Audit_date |[12/12/2012 0 Andhra |[View
[ |[1090 gig jhgx Audit_date [[12/12f2012 10 Andhra||view
7= l1non | b ”I—.n;—- Audit A-bs 47047017 in A Al = i i

Transfusion Reaction Reporting Form Details

This page contains TRR Form reports.
To add a new TRR form, click on “Add Details” tab present on the top-right side of the table. Once the “Add
Details” Tab is clicked it displays a blank TRRF as depicted in Step 4 wherein data can be filled.
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Step 4:-
*Mandatory Fields

Indian Pharmac Commission - National Institute of Biologicals
Ministry of Health & Family Welfare , Govt. of India

HAEMOVIGILANCE
(Pharmacovigilance Programme of India)

TRANSFUSION REACTIONS REPORTING FORM FOR BLOOD & BLOOD PRODUCTS

User :
For reporting of Transfusion Reactions by Healthcare Professionals
A. Patient Information

Patient Initials ~ Date of Birth (YYYY-MM-DD) E Age: Yrs. Month Days \

:: Sign-Out ::

Blood Group * : v Sex* Male Female Diagnosis Z
Hospital Code No.” Hospital Admission No. * Section A-
Date* & Time of Transfusion E Hour: v/ Mmn v } Patient’s
Date* & Time of Reactions EH Hour:T viMin:[ v Information
Date & Time of Recovery EHour: viMin: v J
B. Transfusion Product Details *
1st time /
Select | Unit Number r (blood Repant
Components g g > Batch Number Expiry Date Indications [Transfustion
3 (No.of ‘
. . . _ Repeats) |
le Blood
Blood Cells -
| =
latelets Apheresis —
latelets Pooled / — — .
]25.5 ’ 1 = } Section B-
Solvent det, .
l.sp‘,';'{.,,.;"“" o — Transfusion
trrp - Product
kr}'opr«imwe | : Deta“s
{1t time / Repeat
lood Products (Please Specify) Manufacturer atch Number iry Date ndications ‘ ransfusion (No.of
|[Repeats)
I | — 'n 4
| |
C. Nature of Adverse Reactions*
Reactions ?l;:"
| H lysis due to ABO ibility o
i Aoaicel Famatvels doe 1o 1he 635 ibod
Non Immunological Haemolysis o Y
T, son-Transmitted becterial infects . B wEE ]
Anaphylaxis / Hypresensitivity . - . B 0 SeCtlon C'
Tnmfusnon Related Acule Lung lnm (TRALI) J
fi T d Viral Infe (HBV) - > Nature of
nsfusion Trs d Viral Infection (HCV) — O Adverse
fu T d Viral Infe (HIV -1/2) .
fusion T d Viral Infection, Other (Specify) - Reactions
fusion T d Parasitical Infection (malaria)
Transfi T | i fection, other (Specify)
Post T ion Purpura
Transfusion Associated Graft versus Host Disease (TAGvVHD)
[Febrile Non Haemolytic Reactions (FNHTR) - N
Transfusion Associated Circulatory Overload (TACO)
Other Reaction(s)
‘ED O-It;nr; of the Ad\'cn; Reactions” i [E Rep;;!: —
Death following the adverse Reactions : o - T
Recovered 'F. Causality Assessment” g s .
Section D — [Recovered with sequeloe | m Y YY) Section E -
Outcomes Permanently disabled e ) Reporter Details
Unknown
of the
PEreRT—— and Date of
Adverse 1 Report
Reactions | P

BT I

Enter the code above here :

Can't read the image? click here to refresh —— Section F — Causality
Assessment

[ Submit ] [ Reset ]
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*Don’t Use Special characters (| @ #S % * & * () _+={}: “<>?/[]) in the form.

Transfusion Reaction Reporting Form (TRRF)

This page displays blank TRR form where data is to be filled.
The TRR Form is divided in to 6 sections.

Patient Information

Transfusion Product Details
Nature of Adverse Reactions
Outcomes of the Adverse Reactions
Reporter

mmg 0% >

Causality Assessment

Step 4(A):-

=

Indian Pharmacopoeia Commission - National Institute of Biologicals /s M“.@
Ministry of Health & Family Welfare € Govt. of India 3 3
0 S
HAEMOVI1G.LANCE . ONTS
(Pharmacovigilance Programme of India) e

TRANSFUSION REACTIONS REPORTING FORM FOR BLOOD & BLOOD PRODUCTS

For reporting of Transfusion Reactions by Healthcare Professionals
A, Patient Information

PatientInitials *| | Date of Birth (YYYY-MMDD) |  |Edage]  |¥rs [ |Monh | | Daps

Blood Group *: Sex*  OMale OFemale  Diagnosi | s

Hospital CodeNo.*| | Hospital AdmissionNo.* | |
Date* & Time of Transfusion| | [ Hour: Min

Date* & Time of Reactions |:| Howr: Min

Date & Time of Recovery |:| [ Hour: Min

Patient Information.

e °*Enter the Patient’s initial. Special characters aren’t allowed.
e “Enter the Age in numerical form (Year, Month and Days) Or Select the Date of Birth from the Calendar
== click on the Calendar tab.

e *Select Blood Group from drop down menu.

e *Select the gender.

e °*Enter the Hospital Code Number.

e  Enter the Diagnosis .

e °*Enter the Hospital Admission Number

e *Select the Date of Transfusion.

e  Select the Time of transfusion.

e *Select Date of Reaction using the calendar.
Select Time of Reaction.

Select the Date and Time of Recovery.

Page 10 of 15
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Step 4(B):-

. Transfusion Product Details
1st time /
Components Coi:'::‘m Unit Number (fransfused) 1:::;’:’;‘:)’ er (blood b tch Number Expiry Date i Tr j:::t
Repeats)
Whole Blood \ | | [ |
Red Blood Cells ‘ 1234, 7659, 3456 Wz Wi 2 i ) (] ]
Pltckts Apberesis \ | | |
Pltckts Pooled / RDP | | | | | |
Soivent detergent(SD) Plasma | | | | | |
FEP | \ \ | | |
Cryopesiat | | | | =] |
‘Blood Products (Please Specify) ‘Mannfactnrer Batch Number ‘Expiry Date Indications 11;:}::::5; Repeat Transfusion (No.of
| | | | = |

Transfusion Product Details

e *Select one or more components from the list.

e Enter the hospital assigned unit number code. [ Note: If there are more than one unit number then separate

them using comma i.e , as shown above in the box]

e Enter the manufacturer’s name, batch number of the product, Indications and number of repeats.

e Select the Expiry Date of the Product.

e In case the blood product is not in the given list, enter the details of the product in the last row of the section

which includes Manufacturer, Batch Number, Expiry date of the product , Indications and Number of repeats.
e  Don’t use special characters like (1 @ #$ %" & * () _+-<>7“.{}\)

[ Step 4(C):-|

Reactions

Immmunological Haemolysis due to ABO Incompatibility

E3

Immunological Haemolysis due to the allo-antibody

Non Immunological Haemolysis

ETransﬁlsion-Transmitted bacterial infection

_[_‘_1_ [ -

|Anaphylaxis / Hypresensitivity

Transfusion Related Acute Lung Injury (TRALI)

11| 3

Transfusion Transmitted Viral Infection (HBV)

e

Transfusion Transmitted Viral Infection (HCV)

Transfusion Transmitted Viral Infection (HIV -1/2)

Transfusion Transmitted Viral Infection, Other (Specify)

Transfusion Transmitted Parasitical Infection (malaria)

iTransfusion Transmitted Parasitical Infection, other (Specify)

Post Transfusion Purpura

Transfusion Associated Graft versus Host Disease (TAGVHD)

[Febrile Non Haemolytic Reactions (FNHTR)

Transfusion Associated Dyspnea (TAD)

Transfusion Associated Circulatory Overload (TACO)
e———————

er Reaction(s

Haemo-Vigil Software Manual
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Nature of Adverse Reactions

* Select Adverse Reaction/Reactions.
o If the adverse reaction is other than the reactions listed, then click on “Other Reaction(s)” and mention
the details in the “Any other Information” tab at the end of Section D.

[ Step 4(D):-

L
1” Outcomes of the Adverse Reactions?®

|RE:|::|:|WE:1’E!d with sequelae

|F'E:rmanmt.1§.r dizabled

8

A&y other information

Outcomes of the Adverse Reactions

*  Select Outcome of the Adverse Reaction/Reactions.

e Any other information may be provided by the user in the tab “Any other information”.

A‘

< E. Reporter > ‘

Reporter Information

Reporter information & Date of this report fields are auto generated.

Step 4(F):-

- Clansalitsr S ssessrrmaent

LI knowsm
Exxcluded
Linlikkelys
Fossikle
Likoe=lwys
Certain

Causality Assessment

e Select one of the Causality Assessment from the drop down menu.
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Step 4(G):-

]|

Validation code: §-i

Enter the code above here -

ﬁ

Can't read the image? click here to refresh

< Submit )Reset |

Validation Code & Submission of TRR Form
° Once data is filled, enter the “Validation Code” and submit the form

Step 5:-

.
Indian Pharmacopoeia Commission - National Institute of Biologicals A %"‘-ﬁ
Ministry of Health & Family Welfare , Govt., of India H 3
: §
HAEMOVIGILANCE ’f,.% /o
(Pharmacovigilance Programme of India) Tme 0

ONR ONS REPOR ORMFORBLOOD & BLOQD PROD

Select the User - g Ot
form Details of Transfnsion Reaction Reparting Form

‘M Shawigresats 01 to 1726 172 1 Detals ‘ Click to view

|F0rm Nu."HuspitaI Code Nu."HuspitaI Admission No.HAudit TraiIHDate of RepurtHEentre lD||State ||View”Update| su b m itted T R R
A o Je T

b oo o T
‘D"ms ||avpmm ||14az43 H sz-m-zma Hz "NewDeIhi"ViﬂH--- |
‘D"tm ||vamu1 ||247054 H sz-m-zma Hz ||NewDe|hi||ViﬂH--- |
‘D"ma ||avpmm ||25324 H sz-m-zma Hz "NewDeIhi"ViﬁH--- |
Ol [peuons iz T .

e To view the submitted TRRF, select the form and click on “View”.
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= 7 Indian Pharmacopoeia Commissinn - National Institute of Biologicals I 3
|‘ ) Ministry of Health & Fan..., .Velfare @ Govt. of India ‘fg q

| ) HAEMOVIGILANCE 3 H
It - (Pharmacovigilance Programme of India) % s/
I -

TRANSFUSION REACTIONS REPORTING FORM FOR BLOOD & BLOOD PRODUCTS
fior reporting of Transfusion Reactions by Healtheare Professionals Wl

L. Patient Information
atientlnitials w2 Date of Birth - 00-00-0000 Age - 52Yrs. 0Month 0 Days
IoodGroup:- A+ Sex :male

Diagnosis ;- anaemia

l ospital Code No. B i Hospital Adminission No. . 1234
Date & Time of Transfusion 11:02-2011 Time : 0:Hrs : 0 Mins
[)ate & Time of Reaction o 1-02-2011 Time : 0 Hrs: 0 Mins
[)ate & Time of Recovery - 00-00-0000 Time : 0:Hrs:0 Mins
B . Transfusion Product Details
1sttime /
Select Repeat
omponents Components Unit Number Manufacturer Batch Number Expiry Date Indications| Transfustion
P (transfused) (blood component) (No.of
| Repeats)
ed Blood Cells | 1134,3456,7890,1 220 XE el 13 25-03-2011 Low Hy 4
Blood Products (Please Specify) Manufacturer Batch Number Expiry Date Indications 15t time / Repeat Transfustion (No.of
| Repeats)
l . Nature of Adverse Reactions
. Flease
I Reactions Tick
i coie on Haemalytc Reactions (FNHTR) W
[ID. Outcomes of the Adverse Events E. Reporter
Name :- NIE Coordinating Centre
T | Address 4B Noidz
State;- _Uttar Pradesh Pin;- 0
Causality Assessment : Unknown Date of this report: 20-02-2013

————————————————————————————————

“Submitted TRR Form”

o Form number is auto generated once the TRR Form is submitted by the user.
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Indian Pharmacopoeia Commission - National Institute of Biologicals

Ministiy of Health & Family Welfare , Govt. of India H %
(=]
z, 5
HAEMOVIGILANCE RN &
(Ph igilance Prog: of India) e 2

TRANSFUSION REACTIONS REPORTING FORM FOR BLOOD & BLOOD PRODUCTS

Details of Transfusion Reaction Reporting Form

” Mgt 100 == Showing results 1 ko 100 af 251

A et | Click to edit
ID ||[Form No.|[Hospital Code No.||Hospital Admission No.|Audit Trail |[Date of Report||[Centre ID||State View e
[{fzst oz 123 05-02-2015 1 Littar Pradesh @ Edit N J the form
I:‘ 250 ErPIO01 110828 23-01-2013 ([01-02-2013 2 Mew Delhi Wig
1|24 ErPI001 47ET 23-01-2013 2 Mew Delhi Wigw (|-
I:‘ 248 ErPIO01 228748 23-01-2013 2 Mew Delhi Wiewy

Edit TRR Form.-

e Once a TRR Form is submitted, it cannot be changed. If required, send a request to the Coordinating
Centre at NIB, Noida via email to the following email id -
Haemovigilance@nib.gov.in
e The email should give a detail about.

% IRR Form number displayed on the top-right side of the TRR form (Refer Step No. SA)
X Reason to edit the form

e Once the mail is received, the specific TRR Form will be made editable by the Coordinating Centre
at NIB.

e When the form is editable, user can see an option “Edit” for the selected form

e Click on “Edit” to edit the form and then submit.
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National Institute of Biologicals
Ministry of Health & Family Welfare,
Government of India
A-32, Sector- 62, Noida,

Uttar Pradesh
Email : Haemovigilance@nib.gov.in
Tel: 0120-2400072,2400022
Fax:0120-2403014



