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‘Challenge

—

liscovery of presence of transmittable virus
 challenge appears never ending
Initial

s In future, blood transfusion services will face HCV as main threat if
sensitive methods to screen blood and methods to eliminate the
immunological window period are not adopted in time.
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gitial testawas.enzyme.dimmunoassay (EIA) for anti HCV (IgG).
grations of EIAs has been developed
B8NS true for recombinant immunoblot assay (RIBA).
Betable levels of anti-HCV takes many weeks.
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_ T Eore antigen reduced window period up to 21.5-30 days.
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)d safety .

AOfs ywsensitive.method is costly
guires sophisticated equipment
glalenvironment, and technically experienced staff
utine use and availability is difficult

e [s it justified to screen blood through molecular methods
In our setup?
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1 & Objectives

'screen the anti HCV negativé blood donors
"HCV RNA.
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olunteering for blood donation
)I's interviewed as per specified proforma

m 3 between 18-58 years
SWeight minimum 50 kg

] Normal pulse, arterial blood pressure and body
temperature

:ﬁ'-"'—F = No history of cardiac, pulmonary, liver and renal

i

—disease.
== No history of jaundice in past
= No history of drug addiction
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400 donors with ALT within.
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C(T) Threshold: 0.016379
Threshold has been set manually.
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sm@mm Gonten Descrpton Effciency  [1umil/ A9 C|[Mex M G| &0 | fug | Max | Mn |1
Well Dye |[ Content Description Efficiency C(t) 1U/ml
Al FAM Standard HCV CONTROI1 1.44 17.55 Be+009
A2 FAM Sample 1 1.60 24.73 1.439e+007
A3 FAM | Blank NTC N/A N/A NIA
2 B1 FAM Standard HCV CONTROI2 1.77 18.91 Be+008
Y L t b t B2 || FAM Sample 2 N/A NIA NIA
Inear measuremen e Ween [ c1 || FAM Standard HCV CONTROI3 1.55 22.91 Be+007
6,000 IU/ml to 600 million B : TN T
I/ D1 FAM Standard HCV CONTROI4 1,67 25.73 || 6e+006 |
IU / mI D2 || FAM || Sample 4 124 37.02 456.5
E1_|[_FAM Standard HCV CONTROIS 1.72 28.58 Be+005
E2 FAM Sample 1 1.49 25.15 1.016e+007
® Can deteCt aS IOW aS 172 F1 FAM ||  Standard || HCV CONTROIB 173 31.01 6e+004
F2 || FAM Sample 3 I[ 1.36 [[ 3669 | 771.1
IU/ mI HCV RNA. [ G1 | Fam Standard HCV CONTROI7 1.71 32.29 3e+004
G2 FAM Sample 3 N/A N/A N/A
H1 FAM Standard || HCV CONTROI8 1.48 34.51 6000
H2 || FAM || Sample || 4 129 [ 3727 | 478.1
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_',.:_.; of HCV RNA "

4150 r Sis solution was added

) I serum of sample to be analyzed was added
."e ‘lysed’ sample 600 ml binding solution was added

“:spin filter receiver tube lysed mix was filtered

® The elution tube containing purified RNA was placed on
ice while waiting for amplification process
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‘quantification

petting steps were performed in rack placed on ice
ul PCR grade water was added to lyophilized HCV/IC
agent mix
'trol strip was loaded on reaction base for 0.2 ml
= tupes.
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=== Sample RNA strips were placed on reaction base
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Mate lals & Methods

saling and Amplification

s were placed in Real Time PCR thermocycler

- ® Ramping rate was set

® Thermal cycles were setup
® The process of annealing and amplification was
completed in 2-3 hours
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1anagement and analysis..

istical Package for Social Sciences (SPSS) version 11.0,and 13
otive statistics of socio-demographic variables

ns and standard deviations (SD) for quantitative variables

'= rtions for categorical variables

IC regression analysis to measure association between
me and each independent variable.
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b.;:“:; donors were male
* Repeat donors 4.5%
=s -F rst time donors ~ 95.4%
“o— Age 18-54 years mean 27 SD + 6.2
~ & Weight 50 -105 kg mean 68.36 SD + 8.7
¢ Hemoglobin 13.6-17 g/dl mean 14.68 SD + 0.54
® Serum bilirubin 7-16 mmol/L mean 11.46 SD + 1.72
o ALT 16-96 U/L mean 42.86 SD + 14.84




im ALT
mAST
— n LDH

& Raised ALT group
== -‘-"""’L _Fum ALT
-~ o Serum AST

—— & Serum LDH

15-41 U/L SD + 6.4, mean 31.5 U/L
8 -52 U/L SD + 6.5, mean 26.19 U/L
211-637 U/L  SD + 66 , mean 359.5 U/L

42-96U/L SD + 11.7, mean 54.3 U/L
15-63 U/L SD + 7.11, mean 36 U/L
171-760 U/L SD + 63.85, mean 360 U/L
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HCV RN
ALT (0.5%

BHCV RNA positive donor
d liver enzymes were within normal range
RINATS.7 million IU/ml were detected in his blood.
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® In 2nd HCV RNA positive donor
e All three liver enzymes were normal
e HCV RNA 1.1 million IU/ml were detected




® No risk factor
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Cost effect:

Year Samples Minipool Prevalence Place

2007 6432 24 0.28%  Ljubljana

2005 232,600 96 0.04%  Finland

Netherlands
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Cost effects

Cost Rupees Cost US Dollars

_

=

fiing one blood bag for HCVRNA ~ 3,600/00 47/00
Sereening mini pool of 5 samples 750/00 9.5/00
=Screening mini pools of 10 samples 400/00 5.2/00

m——

~  Treatment of one missed case 150,000/ 1950/00

No of samples in minipool may be decided considering seroprevence of virus
*Limit calculated / recommended by WHO




_ e “If-possibility of HCV RNA screening is excluded at this stage
= -Likely to transfuse unsafe blood
= Finally to embark on HCV RNA screening.

e \Ways and means to centralize the system may be required in future
after study of risk over benefit ratio




Drtcomings & Limitations

The stu
(Statistically
Not repi
Study t
Donors

_ o Avisk of HCV transmission in 1 in 266 transfusions is alarming

® The risk increases 3 times if blood bags are used to prepare
components
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__._?_*_;_—4 = - Study represents of a cross section of donor
_pulatlon with a relatively small sample size,
- but raises the question for further studies.

~® 3, There is a poor correlation between raised
ALT and prior seropositive HCV RNA in donors.
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