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95% HIV-1 RNA 3700 /mL HIV-2 RNA

7300 /mL HIV-1 RNA 46 HIV-1 DNA
64  
  WHO*2 3

 

*1 Guideline for Industry Bioanalytical Method Validation, U.S. Department of Health and Human Services 
Food and Drug Administration, September 2013 
*2 The 2013 consolidated guidelines on the use of antiretroviral drugs for treating and preventing HIV 
infection. Geneva: World Health Organization 

201



 

 

 
HIV-1 RNA 104~107 /mL

R2=0.9903 HIV-1 
RNA 3
Low 64% Middle 34% High 39%

46% HIV-1 DNA
Low 57% Middle 69%

High 66% 64%
HIV-1 RNA Low Middle
High 3 Inter-
assay 27.5% 39.9% 12.3% Intra-
assay 32.5% 19.1% 18.3%

10% 38% 24%
HIV-1 RNA
95% 3700 /mL

 
HIV-2 105~10^7

/mL R2 0.9921
95% 7300 /mL
 

 
D.  

DBS

FDA(1)

95% HIV-1 RNA
3700 /mL HIV-2 RNA 7300

/mL WHO(2)

3

 
 
E.  

1.  
1) Yamazaki S, Kondo M, Sudo K, Ueda T, 

Fujiwara H, Hasegawa N, Kato S. (2016) A 
Qualitative Real-time PCR assay for HIV-1 
and HIV-2 RNA. Japanese Journal of 
Infectious Diseases. 69:367-372. DOI: 
10.7883/yoken.JJID.2015.309 

2) Kotani H, Sudo K, Naoki H, Fujiwara H, 
Hayakawa T, Iketani O, Yamaguchi M, 
Mochizuki M, Iwata S, Kato S. (2016) 
Possible involvement of distinct 
phylogenetic clusters of HIV-1 variants in 
the discrepancies between coreceptor 
tropism predictions based on viral RNA. 
Journal of Pharmaceutical Health Care 
and Sciences. DOI:10.1186/s40780-016-
0065-4 

3) Ikeno R, Yamada E, Yamazaki S, Ueda T, 
Nagata M, Takagi R, Kato S. (2017) 
Factors contributing to salivary human 
immunodeficiency virus type-1 levels 
measured by a Poisson distribution-based 
PCR method. Journal of International 
Medical Research. 
DOI:10.1177/0300060517728652. e-pub: 
November 9, 2017 

4) . (2017) 1.1 . 1.2 
 :2-

11 
5) Yamada E, Takagi R, Tanabe Y, Fujiwara 

H, Naoki H, Kato S. (2016) Plasma and 
saliva concentrations of abacavir, 
tenofovir, darunavir and raltegravir in 
HIV-1-infected patients. International 
Journal of Clinical Pharmacology and 
Therapeutics. DOI: 10. 5414/CP202789. e-
pub: April 21, 2017 

6) Makiko Kondo, Koji Sudo, Takako Sano, 
Takuya Kawahata, Ichiro Itoda, Shinya 
Iwamuro, Yukihiro Yoshimura, Natsuo 
Tachikawa, Yoko Kojima, Haruyo Mori, 

202



 

 

Hiroshi Fujiwara, Naoki Hasegawa, 
Shingo Kato. (2018) Comparative 
evaluation of the GeeniusTM HIV 1/2 
Confirmatory Assay and the HIV-1 and 
HIV-2 Western blots in the Japanese 
population. PLoS One. 
13(10):e0198924.doi:10.1371/journal.pone.
0198924. eCollection . Oct 31, 2018. 

 
2.  

10) 
HIV Geenius HIV 
Confirmatory Assay 31

2017 11
 

11) 
HIV Geenius
31
2017 11  

12) 2016
HIV 31

2017 11  
13) 

HIV/AIDS
HIV-1 31

2017 11  
14) 

HIV-1 CRF01_AE
31

2017
11  

15) 
HIV

31
2017

11  
16) 

HIV-1 RNA DNA
31

2017 11  
17) HIV

203



 

 

(2016) 31
2017 11  

18) K. Sudo, T. Sano, M. Kondo, T. Kawahata, 
S. Kato, et al. Comparative Evaluation of 
the Bio-Rad GeeniusTM HIV-1/2 
Confirmatory Assay and the New LAV Blot 
1 and 2 in the Japanese Population. 28th 
Regional Congress of the International 
Society of Blood Transfusion (ISBT), 
Guangzhou( ), China, 2017. 

19) 
HIV

(2017) 32
2018

12  
20) 

HIV
32

2018 12  
21) 

32
2018 12

 
22) 

32
2018

12  
23) 

HIV/AIDS
HIV-1 32

2018
12  

24) HIV RNA DNA
RNA RT-

PCR 32
2018 12  

25) 
HIV

32
2018 12  

26) 

HIV
32

2018
12  

27) 

HIV
32

2018 12  
28) 

HIV
Q&A 32

2018 12  
 

204



 

 

F.  
 

 
 

205


