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STEP-1B
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= Director’s Profile
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= Proficiency Testing

= Haemovigilance Programme of
India

= _Drugs Survey -AKS
Software

National Institute of Biologicals

Ministry of Health and Family Welfare, Government of India

Participation Careers Directory Tech. Expertise

Contact Us

Haemovigilance Programme of India

National Institute of Biologicals & Indian Pharmacopoeia Commission
Collaboration

Haemovigilance is 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
intended to collect and assess information on unexpected or undesirable effects re pilti
from the therapeutic use of labile blood products and to prevent their ¢,

The Ha ) December,

2012 in the cou

Click here to open

Haemo-Vigil Software

Link to Haemovigilance Software
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.
.)“
o

-

Sitemap

Help

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

Donor Adverse Reaction Reporting
Form

Softwares:rewn

(i) Haemo-Vigil Software

(Recipient Haemovigilance)

(ii) Donor-Vigil Software

{Donor Haemovigilance)
Enrol your Center under HvPI

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

Photo Gallery - Haemovigilance

&@ Updates

[1 Go tohttp://nib.gov.in/ - the homepage of National Institute of

O

Biologicals(NIB)will be displayed.

Click on the “Haemovigilance Programme” tab.

[J On the right hand side of the page click on the “Haemo-Vigil-Software” tab for
login page of the software.

ON CLICK TO THE “HAEMO-VIGIL SOFTWARE”, LOGIN PAGE WILL BE OPEN FOR AUTHORIZED USER LOGIN.
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STEP-02

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

National Institute of Biologicals
Ministry of Health & Family Welfare, Govt. of India
(National Coordinating Center)

HAEMOVIGILANCE PROGRAMME OF INDIA QJU

:;;{o |1vE‘.\
Xogems =

N2

)
Ture 0F

For Reporting of Transfusion Reactions by Healthcare Professionals

Authorized User Login

D

Please enter the text as seen on the following image.

Xethe

Can't read the image? Click here to get a new one.

I Login Page I

| Enter “Username” and “Password” in the given fields.
| Enter the “’Validation’> Code and click on Sign In.

| By clicking on sign in user is redirected to the home page of Bhutan Haemo-
Vigil software having five tabs:
1. Transfusion Reaction Reporting Form

2. Nil Reaction Reporting

3. Monthly Denominator Reporting Form
4. Inbox

5. Edit Request
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Transfusion Reaction Reporting Form(TRRF) For Blood & Blood Products

HAEMOVIGILANCE PROGRAMME OF BHUTAN

For Reporting of Transfusion Reactions by Healthcare Professionals
Welcome JDWNRh, Logout

Nil Reaction Reporting lonthly Denominator Reporting Form Edit Request

Patient Information Tr i Product(s) Details Investigations Nature of the Adverse Reaction (s Imputability Assessment

Patient Information Tabs highlighted in Red Ink are mandatory fields

Hospital Code No.:

[CID No./Other Identification No*
Patient Initials*

Diagnosis :
Gender* - Select - v

1st Time/Repeat Time Transfusion :
Blood Group* -- Select Blood Group --
Age/Date of Birth Yrs: Month

Tab 1. TRANSFUSION REACTION REPORTING FORM (TRRF)

THIS PAGE DISPLAYS BLANK TRRF WHERE ADVERSE REACTION DATA IS TO BE FILLED.

THE TRRF IS DIVIDED INTO 6 SECTIONS.

SECTION- A (Patient Information)
SECTION-B(Transfusion Reaction Details)
SECTION-C (Transfusion Product(s) Details)
SECTION-D(Investigations)

SECTION-E (Nature of the Adverse Reaction(s)
SECTION-F(Imputability Assessment)

O 0O-oooo

[ STEP-03 ] START FILLING TRRF WITH PATIENT INFORMATION WHICH IS SECTION -A

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

HAEMOVIGILANCE PROGRAMME OF BHUTAN

For Reporting of Transfusion Reactions by Healthcare Professionals

Welcome IJDWNRh, Logout

Nil Reaction Reporting lonthly Denominator Reporting Form Edit Request

Patient Information L i Product(s) Details Investigations Nature of the Adverse Reaction (s) Imputability Assessment

Patient Information Tabs highlighted in Red Ink are mandatory fields

Hospital Code No.: Bhu0o
CID No./Other Identification No*
Diagnosis :
-- Select --
1st Time/Repeat Time Transfusion : - Select -- -
Blood Group* -- Select Blood Group -- v
[Age/Date of Birth* Yrs: .Month Days : Hrs: Mins : OR E
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Pre-transfusion Vitals : Temp : Pulse: per mi BP(Systolic) : mmHg Respiratory Rate(RR) : per min
BP(Diastolic) : mmHg
Vitals at the time of reaction : Temp : Pulse: per mi BP(Systolic) : mmHg Respiratory Rate(RR) : per min
BP(Diastolic) : mmHg

Generalized Pain Respiratory Renal Circulatory

[[] Fever [] Chest Pain [] pyspnoea [] Haematuria [T] Tachycardia
] chills [] Abdominal | [] wheeze [] Haemoglobinuria [] Hypertension
[] Rigors [] Back/Flank Pain [] cough [7] olig [] Hypotension
[F] 1tching(Pruritus) [] Infusion Site Pain [] Hypoxemia [7] oth [F] Raised JvP
[[] Edema (site) [7] other [7] Bilateral Infiltrates on Chest X-ray [] Arrhythmias
[F] Nausea [] other [7] other

7] Vomiting

[] Flushing

[[] urticaria

[F] Anxiety

[F] Restlessness

[] 3aundice

[F] oth:

Any Other(Specify)

Was the reaction occur during referral of patient from one facility to another : -~ Select--

Next

/7
0.0

PATIENT INFORMATION

“Hospital Code Number” is auto generated by the system.

Enter the “Patient’s Initials” (For e.g. Ravi Kumar Sharma should be entered as RKS). Special
characters aren’t allowed.

Select the “Gender” from drop down menu.
Select “Blood Group” from drop down menu.
Enter the “Age of the patient in numerical form (Year, Month, & Days/ Hrs. and Mins) or select the

Date of Birth from the Calendar _Il = by clicking on the Calendar tab. If date of birth is not
known, select date and month as 01/01 and year according to age provided.

Enter the “CID No./Other Identification No”

Enter the “Diagnosis”.

Select “1st Time/ Repeat Transfusion” from drop down menu.

In “Pre-transfusion Vitals”:

Enter the Temperature, Pulse, Blood pressure, Respiratory Rate, and SPO2.

In “Vitals at the time of reaction”:

Enter the Temperature, Pulse, Blood Pressure, Respiratory Rate, and SPO2 (Optional).

Select the Sign and Symptoms at least one from the given column i.e. Generalized, Pain,
Respiratory, Renal and Circulatory.

In case of Generalized if “Edema” is selected mention it site of occurrence.

If the Sign & Symptoms in the columns (Generalized, Pain, Respiratory, Renal and Circulatory) is
other than listed than click on the “Other” tab provided at the bottom of the respective column.

In case of any other information the same may be mentioned in the tab provided i.e. “Any Other
(Specify)” available at the bottom of the page.

Once details in Section A was completed click on the Next Tab to move on Section B i.e.
Transfusion Product(s) Details of the TRRF.

HAEMOVIGILANCE PROGRAMME OF BHUTAN- GUIDANCE DOCUMENT
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STEP-04

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

HAEMOVIGILANCE PROGRAMME OF BHUTAN

For Reporting of Transfusion Reactions by Healthcare Professionals
Welcome HKKIO, Logout

onthly Denominator Reporting Form! Edit Request

ransfusion Reaction Reporting Form @ Nil Reaction Reporting

Patient Information@(__ Transfusion Product(s) Details ) Investigations  Nature of the Adverse Reaction (s)  Imputability Assessment

Transfusion Product(s) Details Tabs highlighted in Red Ink are mandatory fields

Add New Product/Component | Delete Last Row

Any drug given
through same BT

Batch / Lot | Any heating,
Manufacturer of the : .
No. of the | freezing done Any IV fluid <ot or added bo

Blod Bag Blood Bag | on the unit the blood uit

Select Component Inditation§ for Date & Time of ssueof theuit | Date & Time ‘.’f onset
transfusion Transfusion

|~ Select Component - vl -y X IE
| | o B v’ | |
“Select- | |-Select- |

Back
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SECTION-B

<+ TRANSFUSION PRODUCT(S) DETAILS

N O B B A O

O

Select one or more components from the list.

In case the component transfused is not listed then select “Any Other” tab and mention the
details in the space provided.

Select one or more “Indication for Transfusion” from the given list in drop down menu, and in
case the indication is other than listed then click on the “Others” tab and mention the details in
the space provided.

Enter the “Date of issue of the unit” by clicking on the calendar tab.

Select the “Time issue of the unit” from drop down menu (Hrs. & Min).

Enter the “Date & Time of Transfusion”in a same manner as mentioned above.

Enter the “Unit Id (Transfused)” in the given box.

Enter the “Expiry Date of the Blood Component” by clicking on the calendar tab.

Select “Manufacturerof the Blood Bag” from drop down menu, in case the name of
manufacturer is not listed then select option “Any Other” &specify in the given box.

Enter “Batch/ Lot No. of the Blood Bag”.

"1 Select Yes& mentionwhether Heating, Freezingdone on the unit or select No if not done.
"I Select Yes or NO if any IV fluid given &any Drug giventhrough same BT set or added

to the blood unit If “Yes” than select the case applicable from the drop own menuor
select No if not done.

| After completion of data in Section B click on Next button to move on to Section C

(Investigations) of TRRF.

HAEMOVIGILANCE PROGRAMME OF BHUTAN- GUIDANCE DOCUMENT
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STEP-05

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

ransfusion Reaction Reporting Form Nil Reaction Reporting

Patient Information  Transfusion Product(s) De! Nature of the Adverse Reaction (s) ~ Imputability

Investigations

onthly Denominator Reporting Form

HAEMOVIGILANCE PROGRAMME OF BHUTAN

For Reporting of Transfusion Reactions by Healthcare Professionals

Welcome JDWNRh, Logout
Edit Request

Tabs highlighted in Red Ink are mandatory fields

[Select the investigations performed and enter results

[ Clerical Checks |Spe(ify Error Found if any: [

[ Investigation [

Pre-transfusion Sample

[ Post-transfusion Sample

[
[ O

[ B100d Group of the Patient

Crossmatching

Physical Examination [

Direct Antiglobulin Test

Antibody Screening [

[Antibody Identification [

Blood Culture of Patient

Blood Culture of Blood Bag

DDDDDDlD’Dl

|Ches[ X-ray of the Patient

Nex

36

< INVESTIGATIONS

SECTION-C

their units.

| “Select the investigations performedand enter results”from the below rows along with

1 Select “Clerical Checks” &“Specify Error Found if any” in the space provided.

1 Select one or more from the “Investigation” tab & enter results of “Pre Transfusion
Sample” and “Post Transfusion Sample”.

" Once details was completed then move to next Section-D(Nature of the Adverse
Reaction(s) of TRRF by clicking on Next button.
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STEP-06

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

HAEMOVIGILANCE PROGRAMME OF BHUTAN

ransfusion Reaction Reporting Form

For Reporting of Transfusion Reactions by Healthcare Professionals

Welcome HKKIO ,

Nil Reaction Reporting onthly Denominator Reporting Form Edit Request

Logout

Patient Information Tr i Product(s) Details Investigations Nature of the Adverse Reaction !S[ Imgutabilj!x Assessment
Nature of the Adverse Reaction (s) Tabs highlighted in Red Ink are mandatory fields

Date & Time of Onset of Reaction

Ilmmunological Haemolysis due to ABO Incompatibility

Ilmmunological Haemolysis due to Other Allo-Antibodies

INon Immunological Haemolysis(due to freezing,heating,IV fluid,drug or Mechanical Pressure)

ITransfusion Transmitted Bacterial Infection

IAnaphyIaxis/ Hypersensitivity

ITransfusion Related Accute Lung Injury(TRALI)

ITransfusion Transmitted Viral Infection(HBV)

ITransfusion Transmitted Viral Infection(HCV)

ITransfusion Transmitted Viral Infection

specify if Other

ITransfusion Transmitted Parasitic Infection(Malaria)

ITransfusion Transmitted Parasitic Infection

specify if Other

IPost Transfusion Purpura

ITransfusion Associated Graft versus Host Disease(TAGVHD)

IFebrile Non Haemolysis Reactions(FNHTR)

ITransfusion Associated Dyspnea(TAD)

ITransfusion Associated Circulatory Overload(TACO)

I
I
I
|
|
|
|
ITransfusion Transmitted Viral Infection(HIV-1/2) I
|
|
|
I
|
|
|
|
|

IAIIergic Reaction

I I I
I I I
| | I
| | I
| | I
| | |
I | |
I | |
| | |
| | |
I | |
| | |
| | I
I | |
I | |
| | |
I | |
| | |

I
I
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|

OO oo oo o oo o |OolOo| oo o) ol o) o .

Iother Reactions

Back Next
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SECTION-D

% NATURE OF THE ADVERSE REACTION(S)

 Select one or more “Reaction” from the list provided in the “Nature of Adverse
Reaction(s)” tab.
71 Select the “Date&Time of Onset of Reaction” and “Date& Time of Recovery” by
clicking on calendar tab for Date & from drop down menu (Hrs. &Mins)for Time.
. Select the “Outcome”of the reaction(s)from drop down menu.
In case of “Other Reactions” click on sameto open new row and fill all required details
in the space provided.
"1 Once details was completed then move to next Section-E(Imputability Assessment) of
TRREF by clicking on Nextbutton.

STEP-07 l

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

HAEMOVIGILANCE PROGRAMME OF BHUTAN

For Reporting of Transfusion Reactions by Healthcare Professionals

Welcome JDWNRh, Logout]

ransfusion Reaction Reporting Form @l Nil Reaction Reporting Jonthly Denominator Reporting Form Edit Request

Patient Information  Transfusion Product(s) Details ~ Investigations  Nature of the Adverse Reaction (s) ~ Imputability Assessment

Imputability Assessment Tabs highlighted in Red Ink are mandatory fields

Proceed to Imputability Assessment Page* --Select-- |v

~Select--
Yes

Back
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SECTION-F
» IMPUTABILITY ASSESSMENT

" Kindly proceed to “Imputability Assessment” page for Imputability Assessment by
selecting “YES” or “NO”.
| By clicking on “Preview” button filled TRRF can be previewed.

STEP-07 A
For Reporting of Transfusion Reactions by Healthcare Professionals
Welcome JDWNRh, Logout
ransfusion Reaction Reporting Form Nil Reaction Reporting lonthly Denominator Reporting Form Edit Request
Patient Information  Tr ion Product(s) Details ~ Investigations  Nature of the Adverse Reaction (s)  Imputability Assessment
Imputability Assessment Tabs highlighted in Red Ink are mandatory fields
Back
s . . oy . .
[l If select “YES” then user will be redirected to the “Imputability Form” page by clicking
on the Nextbutton.
STEP-07 B
ransfusion Reaction Reporting Form Nil Reporting Inbox onthly Denominator Reporting Form Edit Request
Imputability Form
Form id : 50
[ Helo |
Reactions Blood Component(s)/Plasma Product(s)

Fresh Frozen Plasma

Allergic reaction

Definite(Certain)
Probable(Likely)
Possible

Unlikely(Doubtful)
Any Other Excluded
Supportive Unknown
Information:

HAEMOVIGILANCE PROGRAMME OF BHUTAN- GUIDANCE DOCUMENT
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IMPUTABILITY FORM

Select one or more suitable Imputability Assessment criteria from drop down menu for
adverse reaction(s).

Two options are provided at the bottom of the Imputability Form i.e., “Exit”and “Submit
to NCC”.

Click on the “Submit to NCC” button after the Imputability Assessment then TRRF details
saved successfully.

The saved TRRF can be view under “Inbox”tab of “List Completed TRRF Submitted to
NCC”.

If select “Exit” then form will be saved and can we view under “Inbox” tab of “List of the
In-completed TRRF pending for Submission to NCC”.

Any other supportive information related to transfusion may be provided by the user in the
tab “Any Other Supportive Information”.

ransfusion Reaction Reporting Form

Patient Information Transfusi Product(s) Details Inv i i Nature of the Adverse Reaction (s’ Imputability Assessment

For Reporting of Transfusion Reactions by Healthcare Professionals

Welcome JDWNRh, Logout

Nil Reaction Reporting lonthly Denominator Reporting Form

Imputability Assessment Tabs highlighted in Red Ink are mandatory fields

Proceed to Imputability Assessment Page*

[
[

If select “NO”then the user will be provided with “Save”option.
If select “Save”the details will be savedunderInbox tab of “List of the In-completed
TRRF pending for Submission to NCC”.

40
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STEP-08 Tab 2. NIL REACTION REPORTING

User has to fill the Nil Reporting in case no adverse reaction has occurred in the particular

month.

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

HAEMOVIGILANCE PROGRAMME OF BHUTAN

For Reporting of Transfusion Reactions by Healthcare Professionals

Edit Request

lonthly Denominator Reporting Form

ransfusion Reaction Reporting Form

Welcome JDWNRh, Logout

‘ Nil Reaction Reporting .

Nil Reaction Reporting Form

Month* --Select-- v Year* --Select-- v

% NIL REACTION REPORTING FORM

T Click on the “Nil Reporting” tab to open “Nil Reaction Reporting Form”.
| Select the Particular “Month” and “Year”to report in case no transfusion reaction has
occurred in your center in a particular monthfrom the drop down menu.
| After selecting Month and Year click on “Send Request” tab.

STEP-08 A

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

HAEMOVIGILANCE PROGRAMME OF BHUTAN

Welcome JDWNRh,

Edit Request

ransfusion Reaction Reporting Form Nil Reaction Reporting lonthly Denominator Reporting Form

For Reporting of Transfusion Reactions by Healthcare Professionals

Logout

( ® Nil Reaction Reporting send sucessfully. >

Nil Reaction Reporting Form

Month* 12 v Year* 2016 -

"1 Highlighted/ circled area shows that Nil Reaction Reportinghas been sent successfully.

HAEMOVIGILANCE PROGRAMME OF BHUTAN- GUIDANCE DOCUMENT
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Tab 3. MONTHLY DENOMINATOR REPORTING

FORM

For Reporting of Transfusion Reactions by Healthcare Professionals

onihly Denominator Reporting Form4

Monthly Denominator Reporting Form

Welcome JDWNRh, Logout

Edit Request

Nil Reaction Reporting

ransfusion Reaction Reporting Form

Hospital Code No.: Bhu00 Month: --Select-- v Year: --Select-- v

Product No. of Units Issued

Whole Blood

Packed Red Blood Cells

Random Donor Platelet Concentrates

FFP

Cryoprecipitate

Any Other

Submit to NCC: -- Select Option -- v
- Select Option --
Yes

No

[0 Click on the “Monthly Denominator Reporting Form”tab to openthe same& start
entering the following:

O Select “Month” and “Year” from the drop down menu.

[ Enter the “No. of Units Issued” in selected month & year by the centre for respective
products.

[ In case of “Any other” enter name of the product along with no. of unit issued by the
centre.

O Select the submit button whether “Yes” or “No”.

O Ifselect “Yes” then denominator form will be submitted to NCC, by clicking on the
“Submit” button or user can exit by clicking on the “Exit” button.

O Ifselect No then denominator form will be saved by clicking on “Save”, or user can
exit by clicking on the “Exit” button.

O Submitted & Saved form can be view under Inbox tab list of “List of Saved/
Submitted Monthly Denominator Reporting Form Details”.
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STEP-10

Tab 4. INBOX

ransfusion Reaction Reporting Form

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

HAEMOVIGILANCE PROGRAMME OF BHUTAN

For Reporting of Transfusion Reactions by Healthcare Professionals

Nil Reaction Reporting onthly Denominator Reporting Form Edit Request

Welcome JDWNRh,

Logout

Inbox
(a) ||List of C TRRE itted to NCC (0)
(b) ||List of In-C: TRRF Pending for ission to NCC (0)

List of Saved / Submitted Monthly Denominator Reporting Form

Details

(c]
(d

(0)

Nil Reaction Reports

a)
b)

¢)

d)

List of completed TRRF submitted to NCC with total no. of forms.

List of In-complete TRRF pending for submission to NCC with total no. of forms.
List of Saved/ SubmittedMonthly Denominator Reporting Form Detailswith total no. of

forms.
Nil Reaction Reports

Click on the “INbOX” tab and page shows the following information as given below.

STEP-11

Tab 5. EDIT REQUEST

ransfusion Reaction Reporting Form

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

HAEMOVIGILANCE PROGRAMME OF BHUTAN

For Reporting of Transfusion Reactions by Healthcare Professionals

Nil Reaction Reporting lonthly Denominator Reporting Form Edit Request

Welcome JDWNRh ,

Logout|

Edit Request

() [RRF Edit
[(b) [Monthly Denominator Reporting Form Edit
[(c) [nil Reaction Reports Edit

HAEMOVIGILANCE PROGRAMME OF BHUTAN- GUIDANCE DOCUMENT
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O

O

Once TRR Form submitted cannot be changed, if required click on the Edit Request tab then
page opens with following details:

1) TRRF Edit

2) Monthly DenominatorReporting Form Edit

3) Nil Reaction Reports Edit

Click on one of the link for which user want to send request to NCC for edit, then the form for
edit request will open.

In case of wrong entry in the TRRF click on the “TRRF Edit” tab & similarly for others edits.
In“Form Edit Request”. Enter the Form Id No. of TRRF for which Edit option is required then
click on next tab to open the Form for Edit Request.

Enter the reason for edit in space provided for the same.

Click on the Send Request Button then TRRF at the bottom submitted to NCC for edit request.
Once NCC receives the edit request after review of the request NCC approves & activate the
Edit Option for the User to correct the form.

44

*All Tab highlighted in Red Ink are Mandatory Fields

HAEMOVIGILANCE PROGRAMME OF BHUTAN- GUIDANCE DOCUMENT




Ministry of Health
Royal Government of Bhutan
Kawajangsa, Thimphu, Bhutan, P. O. Box: 726
Fax No: +975-2-324649
Telephone No: +975-2-322602, 322351, 328091, 328092, 328093
Website: http://www.health.gov.bt/contact/




