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= Quality systems are crucial for the overall
effectiveness of all aspects of the
screening programme and in assuring
the quality, safety and efficacy of all
blood and blood products 5

QUALITY |
ASSURANCE

= External quality assessment (EQA) is an
important part of the monitoring process.

— Provides regular, independent assessment of
performance to identify problems and
weaknesses with the objective of improving
performance and ensuring blood safety.



= Assessment is a critical aspect of laboratory quality

management, and it can be conducted in several
ways
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= 2018 - 15 out of 22 Blood Banks participate in the
State Blood Safety Program
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= Possession of a license

= Required testing methods for HIV,

HBV, HCV by EIA;
For Syphilis by TPHA or RPR
= 1700 donations per year;

= Annual 10% increase of unpaid
donation

= 1000 donations per year — 100%
of unpaid donation (30% repeat
donations)

= Provide HCV screening positive
samples to Lugar center for
HCVcoreAg confirmation
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= Since 2015, all Blood Banks, participating in the State
Blood Safety Program, are required to perform
Proficiency Testing (PT) quarterly

= 2011 - all Blood Banks, involved in the State Blood
Safety Program are required to participate in the EQA

= As part of Inter-laboratory Comparison, aliquots from
5% of all donations are randomly selected from each
Blood Bank enrolled in the State Program and
rechecked by Lugar Center as part of EQA
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= Lugar Center prowdes reqular EQA
confirmatory testing for blood banks

twice in a year;

= At Lugar Center samples are
registered, re-labled and rechecked
using Chemiluminescent microparticle
immunoassay (CMIA) for HIV, HCV,
HBV and Syphilis

= Discrepancies are confirmed by:
»HIV, HCV, Syphilis - Line
Immunoassay

»HBs Ag — HBs Ag
confirmatory (CMIA)
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In total 2886 aliquots were received from different
Blood Banks participating in the state program

Confirmatory # of # of samples all types of
testing period participating discrepancy

banks

2017 1%t 6 month 11 1384 58 (4.1%)

2017 2" 6 month 13 1502 42 (2.8%)



Discrepancies 1st 6 month | 2nd 6 month
# 1 % #1 %

Testing results discrepancies between

(o) 0
LC and the BBs 30 (2.2%) 18 (1.2%)
Inapproprlate storage and shipping 0 4 (0.3%)
(spilled samples)
Mislabeling 18 (1.3%) 5 (0.3%)
Insufficient volume of samples 10 (0.7%) 15 (1%)
Concordance 1326 (95.8%) 1460 (97.2%)

Newly collected samples are requested from donors with
discrepancies samples
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= Lack of standardized testing, technologies and
SOPs

= No EQA are established for the Blood Banks not
participating in the State Blood Safety Program.

— Imparts quality patient care
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Onsite Iaboratory evaluation using a checklist
— pre-examination, examination and post-examination procedures

= |dentify need for training and educational program

= Help in developing standards and guidelines for
technologies and testing strategies

= Establish blood banks with a known standard of
performance

= Corrective action and preventive action (CAPA) should be
iImplemented for improvement

= Monitoring of effectiveness of corrective action

= Preparation, packaging and distribution of panel samples
— Receiving, analyzing results and preparing evaluation reports
— Provide necessary feedback, recommendations
— Conduct follow-up visits
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= NCDC Lugar Center laboratory team - for testing
and data analysis

= Blood Banks participating in the State Blood Safety
Program
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Thank you for your
attention!



