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BD CTGC

1.

2.

3.

4. BD TM

BD 

5. PCR BD 

1.
(1)

CT.MAX.FP1 
CT.MAX.RP1 CT.MAX.D1 
CT.MAX.FP3 CT.MAX.RP3 

CT.MAX.D3 GC.MAX.FP6 
GC.MAX.RP6 GC.MAX.D6 
GC.MAX.FP5 GC.MAX.RP5 

GC.MAX.D1 Droso Upper Droso 
Lower [YY5.1]Sign-T1-ROX-B2 

Taq DNA Poly-merase dNTPs
(2)
(3)

Empty Tube
dNTPs dGTP

dATP dTTP
dCTP

DNA DNA

PCR
PCR

DNA DNA
BD 

DNA PCR
PCR DNA Polymerase dNTP

PCR

1.

PreservCyt PreservCyt®

(1)
1)

BD Molecular Swab

2)

BD 

2
21
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(2)
1)

BD Molecular Urine

1

20-60mL

2)

2mL

3 4

BD 

(3) PreservCyt®

1) PreservCyt®

PreservCyt® PreservCyt®

/

PreservCyt®

BD Molecular LBC
( LBC

)
LBC
PreservCyt® 2 30°C 14

PreservCyt®

LBC

PreservCyt® BD CTGC2

LBC

PreservCyt® 8 12

PreservCyt® 0.5 mL
LBC

LBC

LBC 3 4

LBC

LBC

BD 

2.
1 1

1 1

(1)
1) 5

1

2) BD 
BD

4
5

(2)
1) 5

1

2) BD 
BD

4
5

(3) PreservCyt®

1) LBC 5
LBC

1

2) LBC BD 
BD 

3) BD 
BD
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4
5

(4) BD
BD

PreservCyt®

1) LBC
ID

2) Assay Definition File <BD CTGC2 
LBC 72>

3) BD CTGC2 Run > Kit Inventory

Configuration > System

4)

5)

6) LBC BD 
BD 

LBC 24

7) BD Run > Worklist
Start Pre-warm

LBC BD 

Start Pre-warm OK
LBC

8) Status
Worklist In progress

9) Worklist
/ Pre-warm Complete

10) LBC

11) BD BD 

BD Timer Status
Failed / Cooling /

BD 

BD CTGC2
PreservCyt®

PreservCyt®

BD BD

BD 

2
BD 

4

BD 
4

5
12) BD 

5

(5)

2 30 21
2 30

4 1

1
/ /

2 30 21

2 30 4

LBC
PreservCyt® 2 30 14

2 30
21

2 30 4
2

2 PreservCyt®

/ /

LBC 2 30 14

LBC
2 30 21

LBC 2 30 4

(6)
BD CTGC2 2

25

14

3. /

2 x 106
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cells/mL DNA cp/mL EB/mL 1 x 105

/mL
98%

Achromobacter xerosis Leuconostoc paramensenteroides
Acinetobacter calcoaceticus Listeria monocytogenes

Acinetobacter lwoffi Micrococcus leutus
Actinomyces israelii Mobiluncus curtisii

Actinomyces pyogenes Moraxella lacunata
Aerococcus viridans Moraxella osloensis

Aeromonas hydrophilia Morganella morganii
Agrobacterium radiobacter Mycobacterium smegmatis

Alcaligenes faecalis Mycoplasma genitalium
Atopobium vaginae Mycoplasma hominis

Bacillus subtilis Neisseria cinerea (4)a

Bacteroides fragilis Neisseria denitrificans
Bacteroides ureoeolyticus Neisseria elongate (3)a

Bifidobacterium adolescentis Neisseria flava
Bifidobacterium brevi Neisseria flavescens (2)a

Blastocystis hominis Neisseria lactamica (9)a

Branhamella catarrhalis Neisseria meningitidis A
Brevibacterium linens Neisseria meningitidis B
Campylobacter jejuni Neisseria meningitidis C (4)a

Candida albicans Neisseria meningitidis D
Candida gabralta Neisseria meningitidis W135

Candida parapsilosis Neisseria meningitidis Y
Candida tropicalis Neisseria mucosa (3)a

Chlamydiophila pneumoniae Neisseria perflava
Chlamydiophila psittaci(2)a Neisseria polysaccharea

Chromobacterium violaceum Neisseria sicca (3)a

Citrobacter freundii Neisseria subflava (14)a

Clostridium difficile Paracoccus denitrificans
Clostridium perfringens Pentatrichomonas hominis

Corynebacterium genitalium biovar1 Peptostreptococcus anaerobius
Corynebacterium xerosis Peptostreptococcus productus
Cryptococcus neoformans Plesiomonas shigelloides

Cytomegalovirus Prevotella bivia
Deinococcus radiodurans Propionibacterium acnes

Derxia gummosa Proteus mirabilis
Eikenella corrodens Proteus vulgaris

Elizabethkingia meningosepticum Providencia stuartii
Enterobacter aerogenes Pseudomonas aeruginosa
Enterobacter cloacae Pseudomonas fluorescens
Enterococcus avium Pseudomonas putida

Enterococcus faecalis Rahnella aquatilis
Enterococcus faecium Rhodospirilium rubrum

Erysipelothrix rhusiopathiae Saccharomyces cerevisiae
Escherichia coli Salmonella minnesota

Escherichia vulneris Salmonella Typhimurium
Fuseobacterium nucleatum Serratia marcescens

Gardnerella vaginalis Staphylococcus aureus, non-protein A
Gemella haemolysans Staphylococcus aureus, protein-A
Haemophilus ducreyi Staphylococcus epidermidis

Haemophilus influenzae Staphylococcus saprophyticus
Herpes Simplex Virus I Streptcoccus bovis
Herpes Simplex Virus II Streptococcus agalactiae (Group B)

HIV 1 Streptococcus mitis
HPV16 Streptococcus mutans

Kingella dentrificans Streptococcus pneumoniae
Kingella kingae Streptococcus pyogenes (Group A)

Klebsiella oxytoca Streptococcus salivarius
Klebsiella pneumoniae Streptococcus sanguis

Lactobacillus acidophilus Streptomyces griseinus
Lactobacillus brevis Trichomonas tenax

Lactobacillus jensenii Ureaplasma urealyticum
Lactobacillus lactis Vibrio parahaemolyticus

Lactobacillus vaginalis Yersinia enterocolitica
Legionella pneumophilia (2)a

a

4. 
44

PreservCyt
3 x LoD Chlamydia trachomatis Neisseria gon-

orrhoeae

1 Whole Blood
10 VCF Contraceptive Foam

VCF Contraceptive Film Conceptrol Contraceptive Gel Monistat 
3 Cream Vaginal Anti-Itch Cream Antiviral Zovirax — Acy-
clovir Metronidazole Gel (AntiProtozoal) Replens (Vaginal 
Moisturizer) Mucous (Bovine Cervical) Whole Blood

3 PreservCyt 5 Vaginal 
anti-itch Cream Metronidazole Gel 0.75% Replens (Vaginal 
Moisturizer) Mucous (Bovine Cervical) Whole Blood

3

Norethindrone 16 ng/mL
17- -Ethinylestradiol 0.96 ng/mL
4-Acetamidophenol 160 μg/mL
Acetylsalicylic Acid 521.6 μg/mL

Naproxen 400 μg/mL
Ibuprofen 400 μg/mL

Human Serum Albumin 0.8 mg/mL
Glucose 0.96 mg/mL

Amoxicillin Trihydrate 60.16 μg/mL
Metronidazole 96 μg/mL

Tetracycline Hydrochloride 12 μg/mL
Azithromycin 9.6 μg/mL
Ceftriaxone 648.8 μg/mL

Sulfamethoxazole 320 μg/mL
Trimethoprim 32 μg/mL
Erythromycin 48 μg/mL

Mucous (Bovine Cervical) 4% v/v
Whole Blood 0.6% v/va

Semen 4% v/v
Leukocytes 2 x 106 cells/mL

Phenazopyridine Hydrochloride 160 μg/mL
High pH (NaOH) pH 9

Low pH (HCl) pH 4
Bilirubin 0.16 mg/mL

Feminine Deodorant Spray 0.68% v/v
Talcum Powder 2.64% v/v

a

VCF Contraceptive Foam 15 μL/mLa

VCF Contraceptive Film 0.5 μL/mLa

Conceptrol Contraceptive Gel 3 μL/mLa

Clotrimazole 7 50 μL/mL
Monistat 3 Cream 0.1 μL/mLa

Tioconazole 1 50 μL/mL
Vaginal Anti-Itch Cream 0.1 μL/mLa

Vaginal Lubricant Liquid – water based 50 μL/mL
Preparation H Hemorrhoid Gel 50 μL/mL
Antiviral (Zovirax – Acyclovir) 0.01 μL/mLa

Metronidazole Gel (AntiProtozoal) 1.25 μL/mLa

Replens (Vaginal Moisturizer) 0.1 μL/mLa

Douche 50 μL/mL
Feminine Deodorant Spray 50 μL/mL

Progesterone 20 ng/mL
Estradiol 1.2 ng/mL

Mucous (Bovine Cervical) 4.5% v/va

Semen 5% v/v
Whole Blood 8 μL/mLa

Leukocytes 1 x 106 cells/mL
Aquagel 0.0345 mg/mLa

McKesson Lubricating Jelly 0.445 mg/mLa
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Surgilube 0.41 mg/mLa

KY Lubricating Jelly 137.5 mg/mL
a

PreservCyt® LBC

Vaginal Lubricant 2% v/v
Douche 2% v/v

Vaginal Deodorant Spray 2% v/v
Progesterone 20 ng/mL

Estradiol 1.2 ng/mL
Leukocytes 1 x 106 cells/mL

Semen 2% v/v
Monistat 3 2% v/v

Clotrimazole 7 2% v/v
Tioconazole 1 2% v/v

Vaginal contraceptive film 2% v/v
Vaginal contraceptive foam 2% v/v

Contraceptive gel 2% v/v
Vaginal anti-itch Cream 1% v/va

Zovirax (Acyclovir) Cream 2% v/v
Metronidazole Gel 0.75% 0.01% v/va

Replens (Vaginal Moisturizer) 0.1% v/va

Mucous (Bovine Cervical) 1.9% v/va

Whole Blood 0.5% v/va

Aquagel 0.276 mg/mLa

McKesson Lubricating Jelly 3.56 mg/mLa

Surgilube 328 mg/mLa

KY Lubricating Jelly 1,100 mg/mL
a

5. /

PreservCyt
Chlamydia trachomatis Neisseria gonor-

rhoeae 1.5 x LoD 2

1 x106 EB or cells 
20

Chlamydia 
trachomatis Neisseria gonorrhoeae

PreservCyt®

95%

Ct. Chlamydia tra-
chomatis -0.1~4.5 Neisseria gonorrhoeae
-1.8~5.8

6. 
1 1

12 1 2
2 24

PreservCyt 
Chlamydia trachomatis Neisseria 

gonorrhoeae

Moderate Positive MP 3 x LoD
Low Positive LP 1.5 x LoD
High Negative HN 1×LoD
True negative TN no target

95%

Chlamydia trachomatis(n),95%Cl Neisseria gonorrhoeae(n),95%Cl 
PreservCyt PreservCyt 

TNa
100%

(336/336) 
98.9–100

100%
(336/336) 
98.9–100

99.4%
(334/336) 
97.9–99.8

100%
(336/336) 
98.9–100

100%
(336/336) 
98.9–100

100%
(336/336) 
98.9–100

HNb
31.3%
(15/48) 

19.9–45.3

31.3%
(15/48) 

19.9–45.3

18.8%
(9/48) 

10.2–31.9

27.1%
(13/48) 

16.6–41.0

29.2%
(14/48) 

18.2–43.2

16.7%
(8/48) 

8.7–29.6

LP
100%

(48/48) 
92.6–100

100%
(48/48) 

92.6–100

100%
(48/48) 

92.6–100

97.9%
(47/48) 

89.1–99.6

100%
(48/48) 

92.6–100

100%
(48/48) 

92.6–100

MP
100%

(48/48) 
92.6–100

100%
(48/48) 

92.6–100

100%
(48/48) 

92.6–100

100%
(48/48) 

92.6–100

100%
(48/48) 

92.6–100

100%
(48/48) 

92.6–100
a True negative (TN)
b High Negative HN

7. /

PreservCyt 1 x 106 EB/mL Chlamydia 
trachomatis VR-879 Serovar H

LBC
3 BD 

216

12 18 BD
216

2 0.93%, 95% CI: 0.25–3.31%

1.

     

        

      

2.

BD 
BD 
BD 
BD Molecular LBC
BD Molecular 

BD Molecular 
BD PCR
BD 

VWR Analog Multi-Tube Vortexer 
58816-115

500 L ,

3.
(1)

BD 

BD CTGC2

4
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SBT 1
1

BD MAXTM

1) BD Username password

2)

3)

4) BD 
1 1

1

5) 2
Snap-in #1 #1

Snap-in #2
#2

2

BD CTGC2 Unitized Reagent Strip BD CTGC2
1 2 3

4 5
6 BD CTGC2 7

8 9
6) Run Inventory

Configuration > System

6) 

7) Run > Worklist
8) ID ID Accession

9)
Assay Definition File

ADF 3

3
Assay Definition Files

BD CTGC2 SWAB 72

BD CTGC2 URINE 72

LBC BD CTGC2 LBC 72

10)
ADF

ADF 2

ADF
11) 7) 

10) 
12) 4) 

13) BD PCR BD 

14) BD 
15) BD Start

1 2

BD 

UNR Unresolved IND Indeterminate
INC Incomplete

1 2

4.

1)
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2) ATCC Chlamydia trachomatis
serovar H ATCC® VR-879, Neisseria gonorrhoeae [ATCC 
19424]

BD 
DNA

UNR
IND INC BD 

1. 

BD CTGC2

DNA
DNA

PCR

Unresolved
POS

NEG Unresolved

CT POS Chlamydia trachomatis DNA
CT NEG Chlamydia trachomatis DNA

CT UNR

Chlamydia trachomatis DNA

GC POSb Neisseria gonorrhoeae DNA
GC NEG Neisseria gonorrhoeae DNA

GC UNR

Neisseria gonorrhoeae DNA 

IND BD 
a 

INC BD 
a

a BD 

b GC POS Neisseria gonorrhoeae
BD CTGC2

2. 
LBC

BD 1 

2 1 2

5

Unresolved UNR
DNA

UNR

UNR
POS NEG

BD UNR
1 BD CTGC2

UNR
UNR

POS

Indeterminate IND
BD IND

3. (2) 

Incomplete INC
PCR

INC

3. 2) 

IND Indeterminate INC Incomplete
UNR Unresolved

DNA
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DNA

PCR

DNA

DNA DNA

DNA

Chlamydia trachomatis

/ 3000 2,547
1,159

8 1 2
2 2

PreservCyt PreservCyt 
1 1 reference 
method algorithm

1.
1)

(1) reference method algorithm
/ 95%

98.4 %
(126/128)

(94.5%, 99.6%)

98.9%
(2348/2374)

(98.4%, 99.3%)

(2)

( )

131 20 151
12 2330 2342

143 2350 2493
: 91.6% (85.9%, 95.1%)

: 99.1% (98.7%, 99.4%)
: 98.7% (98.2%, 99.1%)

2)
(1) reference method algorithm

/ 95%

98.4%
(126/128) 

(94.5%, 99.6%)

98.7%
(2348/2380) 

(98.1%, 99%)

(2)

137 20 157
7 2340 2347

144 2360 2504
: 95.1% (90.3%, 97.6%)

: 99.2% (98.7%, 99.5%)
: 98.9% (98.4%, 99.3%)

3
(1) reference method algorithm 

/ 95%

94.5%
(121/128) 

(89.1%, 97.3%)

99.2%
(2366/2384) 

(98.8%, 99.5%)

(2)

123 15 138
9 2344 2353

132 2359 2491
: 93.2% (87.5%, 96.4%)

: 99.4% (99.0%, 99.6%)
: 99.0% (98.6%, 99.4%)

4) PreservCyt
(1) reference method algorithm 

/ 95%

PreservCyt
92.7%

(115/124) 
(86.8%, 96.1%)

99.8%
(2340/2345) 

(99.5%, 99.9%)

(2)

PreservCyt

PreservCyt
117 2 119
7 2341 2348

124 2343 2467
: 94.4% (88.8%, 97.2%)

: 99.9% (99.7%, 100%)
: 99.6% (99.3%, 99.8%)

5)
(1) reference method algorithm 

/ 95%

98.4 %
(121/123) 

(94.3%, 99.6%)

99.3%
(2278/2293) 

(98.9%, 99.6%)
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(2)

( )
122 15 137
7 2222 2229
129 2237 2366

: 94.6% (89.2%, 97.3%)
: 99.3% (98.9%, 99.6%)

: 99.1% (98.6%, 99.4%)
1 15 3

10 1 1

2 7 2
5

(3)

( )

( )
116 17 133
5 2248 2253
121 2265 2386

: 95.9% (90.7%, 98.2%)
: 99.2% (98.8%, 99.5%)

: 99.1% (98.6%, 99.4%)
3 17 6

10 1
4 5 2

3

(4)

( )
119 16 135
0 1416 1416

119 1432 1551
: 100% (96.9%, 100%)
: 98.9% (98.2%, 99.3%)

: 99.0% (98.3%, 99.4%)
16 3

11 1 1

6)
(1) reference method algorithm 

/ 95%

96.7%
(148/153) 

(92.6%, 98.6%)

99.4%
(981/987) 

(98.7%, 99.7%)

(2)

( )
142 5 147
7 938 945
149 943 1092

: 95.3% (90.6%, 97.7%)
: 99.5% (98.8%, 99.8%)

: 98.9% (98.1%, 99.4%)
6 5 3

2
7 7 3

4

(3)

( )
150 4 154
5 980 985
155 984 1139

: 96.8% (92.7%, 98.6%)
: 99.6% (99.0%, 99.8%)

: 99.2% (98.5%, 99.6%)
8 4 2

2
9 5 3

2

(4)

( )
146 7 153
4 913 917
150 920 1070

: 97.3% (93.3%, 99.0%)
: 99.2% (98.4%, 99.6%)

: 99.0% (98.2%, 99.4%)
10 7 4

3
11 4 2

2

2.
1)

(1) reference method algorithm 
/ 95%

97.7%
(42/43) 

(87.9%, 99.6%)

99.9%
(2457/2460) 

(99.6%, 100%) 

(2)

( )

44 1 45
13 2435 2448

57 2436 2493
: 77.2% (64.8%, 86.2%)

: 100% (99.8%, 100%)
: 99.4% (99.1%, 99.7%)

2)
(1) reference method algorithm 

/ 95%

100
(43/43) 

(91.8%, 100%)

99.8%
(2459/2463) 

(99.6%, 99.9%)
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(2)

44 3 47
14 2440 2454

58 2443 2501
: 75.9% (63.5%, 85.0%)

: 99.9% (99.6%, 100%)
: 99.3% (98.9%, 99.6%)

3
(1) reference method algorithm 

/ 95%

95.3%
(41/43) 

(84.5%, 98.7%)

99.96%
(2467/2468) 

(99.8%, 100%)

(2)

40 1 41
8 2440 2448
48 2441 2489

: 83.3% (70.4%, 91.3%)
: 100% (99.8%, 100%)

: 99.6% (99.3%, 99.8%)

4) PreservCyt
(1) reference method algorithm 

/ 95%

PreservCyt 92.9%
(39/42) 

(81%, 97.5%)

99.96%
(2427/2428) 

(99.8%, 100%)

(2)

PreservCyt

PreservCyt
39 1 40
4 2424 2428

43 2425 2468
: 90.7% (78.4%, 96.3%)

: 100% (99.8%, 100%)
: 99.8% (99.5%, 99.9%)

5)
(1) reference method algorithm 

/ 95%

100%
(39/39) 

(91.0%, 100%)

99.96%
(2379/2380) 

(99.8%, 100%)

(2)

( )
36 4 40

1 2346 2347
37 2350 2387

: 97.3% (86.2%, 99.5%)
: 99.8% (99.6%, 99.9%)

: 99.8% (99.5%, 99.9%)
15 4

16 1

(3)

( )
39 1 40
0 1511 1511

39 1512 1551
: 100% (91.0%, 100%)
: 99.9% (99.6%, 100%)

: 99.9% (99.6%, 100%)
1

(4)

( )
41 0 41

5 2321 2326
46 2321 2367

: 89.1% (77.0%, 95.3%)
: 100% (99.8%, 100%)

: 99.8% (99.5%, 99.9%)
5

6)
(1) reference method algorithm 

/ 95%

99.2%
(122/123) 

(95.5%, 99.9%)

99.9% 
(1018/1019) 

(99.4%, 100%)

(2)

( )
122 1 123
1 1016 1017
123 1017 1140

: 99.2% (95.5%, 99.9%)
: 99.9% (99.4%, 100%)

: 99.8% (99.4%, 100%)
19 1

20 1



11/12 

(3)

 ( ) 
121 1 122
1 947 948
122 948 1070

: 99.2% (95.5%, 99.9%)
: 99.9% (99.4%, 100%)

: 99.8% (99.3%, 99.9%)
21 1

22 1

(4)

 ( ) 
119 1 120
4 968 972
123 969 1092

: 96.7% (91.9%, 98.7%)
: 99.9% (99.4%, 100%)

: 99.5% (98.9%, 99.8%)
23 1

24 4 1
3

(incomplete unresolve
indeterminate)

95% CI 95% CI

(
2.6%
(65/2,517)
(2.0%, 3.3%)

0.5%
(13/2,517)
(0.3%, 0.9%)

( ) 
2.8%
(71/2,525)
(2.2%, 3.5%)

0.6%
(14/2,525)
(0.3%, 0.9%)

2.2%
(55/2,519)
(1.7%, 2.8%)

0.2%
(5/2,516)
(0.1%, 0.5%)

PreservCyt
1.7%
(42/2,473)
(1.3%, 2.3%)

0.0%
(0/2,471)
(0.0%, 0.2%)

2.7%
(68/2,478)
(2.2%, 3.5%)

0.2%
(6/2,478)
(0.1%, 0.5%)

1.7%
(20/1,143)
(1.1%, 2.7%)

0.0%
(0/1,142)
(0.0%, 0.3%)

2.4%
(321/13,655)
(2.1%, 2.6%)

0.3%
(38/13,649)
(0.2%, 0.4%)

Incomplete PCR (
) 

Unresolve
SPC
Indeterminate

1.
48 96

2.
48 96

36

3.
48 96

36

4. LoD

LoD
LoD /

PreservCyt
PreservCyt

9 BD MAXTM 3 BD 
CTGC2 assay LoD 20 95%

LoD

LoD
LoD

Serovar H 2.5 EB/mL
/
*

2.5 EB/mL

PreservCyt 5 EB/mL
Serovar D 1.25 EB/mL

/
*

5 EB/mL

PreservCyt 5 EB/mL
ATCC 19424 30 CFU/mL

/
*

40 CFU/mL

PreservCyt 30 CFU/mL
ATCC 49226 20 CFU/mL

/
*

30 CFU/mL

PreservCyt 40 CFU/mL
*

5.

1.
(1)

(2)

(3)
(4)
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(5)

2.
(1)

(2)

(3)

(4)

(5)
(6)

14
2

(7)

(8) /

(9)

(10)

(11)

(12)

(13) PCR
BD 

DNase

RNase/DNase

(14)

3.
(1)

BD 
PCR

(2)

(3)

(4)

2
558

BD CTGC2 24 /

URL https://www.bdj.co.jp/s/cs/
TEL 0120-8555-90

  

PCR


