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Pilot study to understand and compare
challenges being faced in reporting

of transfusion reactions in various
types of blood banks enrolled under
Haemovigilance Programme of India

Rayaz Ahmad Bhat, Vishal Tiwari, Satyajeet Singh, Ruchi Rao, Akash Chaudhary,
Akanksha Bisht

Abstract:

BACKGROUND: Hemovigilance has become one of the important quality check systems of blood
transfusion process, but under/nonireporting of transfusionlassociated adverse reactions despite
the presence of reporting systems emphasize the need to understand the challenges being faced
in active reporting of adverse transfusion reactions.

AIM: To identify and document the possible factors leading to underireporting and impacting the quality
of blood transfusion reactions being submitted under Haemovigilance Programme of India (HvPI).
SETTINGS AND DESIGN: This was a crosslsectional, observational type study, carried out in six
blood banks, two each of government, private, and standialone sectors in Delhi National Capital
Region enrolled under HvPI.

MATERIALS AND METHODS: The study was carried out for a period of 6 months with almonth
residence in each blood bank. During this period, data related to adverse transfusion reactions and
their reporting were collected using a designed data collecting form and a validated questionnaire
from all the six blood banks.

STATISTICAL ANALYSIS USED: MS Excel Ver. 2007 was used for compilation and descriptive
analysis of collected data, and SPSS Ver. 25.0 was used for determining the Cronbach’s alpha for
the questionnaire which was statistically significant (o > 0.7).

RESULTS: In a period of 6 months, a total of 5136 blood products were issued from these blood
banks along with 5136 reaction reporting forms, but only 515 transfusion reaction report forms were
returned to these blood banks. It was found that each blood bank faces some challenges with respect
to identifying and reporting adverse transfusion reactions.

CONCLUSION: Addressing the gaps identified during this study will result in robust hemovigilance
system in our country and having reliability of data being reported under HvPI.

Keywords:

Adverse transfusion reactions, blood banks, challenges, hemovigilance, reporting

a same lifellsavior intervention, can be
lifelthreatening with many risks associated
with this, ranging from mild allergic reactions
to fatal anaphylactic reactions visllallvis
transfusionftransmitted infections.!! The

Introduction

lood transfusion, indeed a
lifelsaving medical intervention, but
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Welcome to NIB

The Mational nstitute of Biclogicals (NIB) had been seat up in 1992, NIiB is an apex autonomous nstitute under tho
administrative control of Ministry of Health & Famuly Weifare (MotHFw). Government of india. The Institute is focated at A-
32, Sector-62, NOIDA, Uttar Pradesh in an area of 74,000 Sq M

cuck nere = Haemovigilance
Programme of india

The institute is performing primary statutory function of Quality Contrel of Biologicals e g. insulin  erythropotetin. blood - Traini
) ; o T 5

products, dagnostc kits 8.g. HIV, HBV. HCV therapeutic monocional antibodies tike Trastuzumab and Riuximab used »n crieknare I Upcoming Trainings at

cancer treatment etc. in accordance with provisions of Drugs & Cosmetics Act 1940 and Rule 1945 amended from time to NI

tirme

crick nere = NIB bags Prof. S.K. Joshi

mmstitute is MNABL accredited for (SOAEC 17025.2017 as per the scope defimed for discipline of Biological testing and

Chemicat testing in Biological products. = wi = N

The instiute is notified Central Qrugs Laboratory and Central Medical Device Testing Laboratory under these statutory
provisions The biologica! products are tesied as per statutory standards iaid down in Indian Pharmacopoeia or Televant
pharmacopoeia or International noms, in the NIB lsboratories. The laboratories are also accredited by NABIL as per the
scope defined. Some of the NI scientsts have also been notified as Government Analysts and Medical Device Testing
Officers for brjogicatl products as per Statutory Norms

The scientists of the institute are cammitted towards their duty and foilow the mandates and functions meticulously Some
of then are as hereunder

iy to ensure quality of Biological and Biothaergpeutic products, botit imported and marnufactured indige nously moving in the
Indian market

#y to contribule n finalizing the specifcations for bioiogical products to be mcorporated 1 Indian Pharmacoposia
ifi) to prepare Mationai Reference Standards for biological producis.

W) 1o train techmcal personnel in the public angd private seclers in the fileld of GQuality Control of Biotogicai products and
Haemovigilance programme

Vi le collaborats with other National and intemational Scientific Instititions! arganizations in upgrading tschnologres and
keeping abreast of scientific advances made in the field of quality assessment of Biolooical and Biothsrapsutic products
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