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Tranglation from “Validation and Quality Control of Polymerase Chain
Reaction Methods used for the Diagnosis of | nfectious Disease” issued by OIE

Ll Zong-Meng Trandation

(Animal, Plant and Foodstuffs Inspection Center, Tianjin Entry-Exit Inspection and Quarantine Bureau, Tianjin 300461, China)

ABSTRACT: This paper is partially transated from Validation and Quality Control of Polymerase Chain
Reaction Methods used for the Diagnosis of Infectious Disease (Chapter 1.1.5., OIE Terrestrial Manual 2008)
and is focused on validation and quality control of nucleic acid detection method. World Organization for
Animal Hedlth (OIE) was established in 1924 with the main objectives as follows: Collect, analyse and
disseminate veterinary scientific information, ensure transparency in the global animal disease situation,
encourage international solidarity in the control of animal diseases, safeguard world trade by publishing health
standards for international trade in animals and animal products. This chapter consists of 7 parts from A to G.
part A is an introduction of molecular diagnostic techniques; part B focuses on principles of assay validation;
part C to G provide details in validation process. Due to limited length of this paper, Part A is omitted.
Currently, research on assay validation and standardization of molecular method in our country is still in early
stages. The objective of this paper is to provide a reference for Chinese food analyst to develop and validate

£&£mMA: (20131K 197) (TK086-2013)

Fund: Supported by the Scientific and Technologica Project of the General Administration of Quality Supervision, Inspection and Quarantine of
the People’s Republic of China (20131K197) and the Scientific and Technological Project of TICIQ (TK086-2013)

*RAES: , ) E-mail: lizm@tjcig.gov.cn

*Corresponding author: LI Zong-Meng, Engineer, Animal, Plant and Foodstuffs Inspection Center, Tianjin Exit-Entry Inspection and
Quarantine Bureau, N0.158 Jingmen Road, Free Trade Zone, Tianjin Port, Tianjin 300461, China. E-mail: lizm@tjcig.gov.cn



2 : PCR 423

molecular methods.
KEY WORDS: OIE; PCR; validation; guideline

1 BERASN 75 R R

QA/QC
22 FHEFAEZVBNEENLT@
! 221 FRb A F &
PCR
PCR
( )
2 FHEWIE
21 EEEATEARIENTGE 1
PCR RNA
PCR PCR
( PCR) 222 FribfRratks R eI Hk
( )
PCR
PCR
PCR
PCR
- : (DNA
( , : )X
‘ ")
- (
)
( )
(
)
- (DIVA )
(2006 ) ., PCR



424

PR f e

AN /
il 1 A

NG N

ol ik — — 1 ERERZ
\& 96 L1
B
1 PCR
Fig. 1 The recommended laboratory layout of quantitative
real-time PCR
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[1] OIE Terrestrial Manual 2008. Chapter 1.1.5: Validation and Quality
Control of Polymerase Chain Reaction Methods used for the Diagnosis of

Infectious Disease [R].
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