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MOLECULAR PATHOLOGY
HEPATITIS C VIRAL (HCV) RNA VIRAL LOAD (QUANTITATIVE): RT-PCR
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E HEPATITIS C VIRUS (HCV) RNA (QUANTITATIVE): UNDETECTABLEOR< IU/mL UNDETECTABLE OR < 30.0
@ EDTA PLASMA 30.0
. by RT-PCR (REAL TIME-POLYMERASE CHAIN REACTION)
DETECTION LIMIT 30 IU/mL <30.0

by RT-PCR (REAL TIME-POLYMERASE CHAIN REACTION)
INTERPRETATION:

RESUL.T IN 1U/mL REMARKS
<30.0 HCV RNA Be l ow the detection Bimit of the assay or not present
>= 30.00R < 40.0 < 401U/mL quantitation not possib Be since the quantitative resul 4 is
beBow the Binear range of the assay
>= 40AND 4 X 10 HCV RNA Detected within the Binear range of the assay
>= 4% 100 iCV RNADetected abowve the Binear range of the assay

1. tepatitis C is an infectious disease caused by Hepatitis C virus (HCV), which can Bead to inflammation and signific:
damage in the Biwver.

2. Al though it predominant By infects the ce I Bs of the Niwver, it can allso affect other parts of the body. During the
foll Bowing the initiall infection of HCV, it is generall By asymptomatic and c Binicall By undetectab le.

3. About 85 % of the acute infections become clronic and the remaining natural By get cured. In rare cases, acute fepat
is accompanied by jaundice, ma Baise, weakness and anorexia.

4. It is estimated that 74 to 86 % of individua ll's with the acute infection deve B op persistent viremia, which subsequent i
I eads to chronic infection and possib By to cirrhosis or hepatocel Bullar carcinoma. The conventionall diagnostic me
inc Bude seroBogicall testing and Biver biopsy. Since HCV cannot be cull tured in the cBinicall Baboratory, a sensit
testing is needed to confirm the presence of the virus such as quantitatiwve rea I -time PCR.

NOTE:

Sensitivity: 30 IU/ml

Sensitivity & Dynamic range: 4 X 10

A "DETECTED" result wil B be reported with quantification in IU/mI . It indicates the degree of active HCV viral rep
the patient.

A "LESS THAN DETECTABLE LIMIT" resu Bt indicates that either absence of HCV RNA in patient~s specimen or HCV RN
Bevel is beBow the Bower Bimit of quantification of this assay.
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A "Inconc Busive Resu It indicates that infibitory substances may be present in the specimen and co Il Bection and testir
new specimen is recommended.

CONVERSION FACTOR FOR COPIES: Resull t (copies/ml) =Resullt (IU/m0) x 2.7

METHODOL.OGY DETAILS:

1.HCV RNA is extracted from p lasma by US FDA approved Automatic Extraction machine based on magnetic bead
tecino B ogy.

2. Purified RNA is then amp B ified and quantified using CE- I'\VD approwved Reall time PCR.

3. Extraction and Amp Rification controll's (IC) are incorporated in each run to ensure more accurate and precise detec
RNA

*** End Of Report ***
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