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Centers for Disease Control and Prevention (21 September 2012). Human Papillomavirus (HPV)-Associated
Cancers, www.cdc.gov. Retrieved 27 September 2013 from http://www.cdc.gov/cancer/hpv/basic_info/
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Centers for Disease Control and Prevention (21 September 2012). Human Papillomavirus (HPV)-Associated
Cancers, www.cdc.gov. Retrieved 27 September 2013 from http://www.cdc.gov/cancer/hpv/basic_info/
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The American Cancer Society (31 January 2014). Survival rates for cancer of the cervix. Retrieved 6 February 2014
from http://www.cancer.org/cancer/cervicalcancer/overviewguide/cervical-cancer-overview-survival-rates
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Wright TC Jr, Stoler MH, Sharma A, et al. Evaluation of HPV-16 and HPV-18 genotyping for the triage of
women with high-risk HPV cytology negative results. Am J Clin Pathol. 2011;136:578-586.
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CIN, cervical intraepithelial neoplasia (terminology used to

Doorbar J. Clin Sci (London) 2006; 110:525-541. describe histology of squamous cell lesions).
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Transient Infection Persistent HPV Infection

Mild cytologic
HPV abnormalities

st

Initial 3
infection
Progression

== Invasion

Normal cervix <;:: HPV-infected cervix 3' Precancerous ————, >  Cancer

: lesion
Clearance Regression
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1.Castle PE, et al. Lancet Oncol 2011; 12:880—-890 plus supplementary tables.
2.Wright TC et al. Int J Cancer. 2013 Oct 7. doi: 10.1002/ijc.28514.
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Petry 2003 8,466 @ 3k 2 44% (30-58)
Coste 2003 3,080 @ sk 2 65% (50-80)
Taylor 2005 3,114 i” ’f}% 71% (58-81)
Ronco 2006 22,760 i* ;; ;f% 74% (62-84)
Mayrand 2007 10,153 LR 57% (34-78)

Whitlock EP, et al. Ann Intern Med. 2011; 155:687—-697, W214-5.
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HPV 16(+) 1/4 » HPV 18(+) 1/9 » H.ER12AIELERIHPY 1/19

Risk of developing =CIN3 within 3 years®

s 1k %38 HPV DNA #ir| 33
HPV 16+ in developed 2CIN3 E #ﬁ)&i’] HPV » & & &
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Hpvis+ 1 in'D developed 2CINs
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Wright TC Jr, Stoler MH, Behrens CM, Sharma A, Zhang G, Wright TL. Gynecol Oncol. 136 (2015) 189-197.



cobas” 4800 workflow

: Operate » Get Report
Sampling » by Iab (16 HPV P

(by cobas cell collection media)
18 HPV
12 other hr HPV)

transfer

cobas® x480

cobas® PCR cell cobas® z480
collection media
Sampling

(Primary vial)

Extraction

amplification
MMX addition

detection



HPV testing with confidence

HPV genome

1616-/

woman needs to know

= Targets L1 from high-risk HPV DNA

= Good sequence conservation between
genotype - subtypes and variants’

= Integration of HPV DNA into the host

genome does not result in target loss of
the cobas 4800 HPV Test

= No cross-reactivity of probes with low-
risk genotypes

L1 is the most appropriate target for HPV DNA testing

cobas’

Life mewels congwers



The cobas® HPV Test
Cha:nel
@ S

annel
3

. oo |

Detects gl )

HPVIG Detects B-globin
(internal sample
adequacy control)

Yl

12 hrHPV genotypes
as a pooled result

The only clinically validated, FDA-approved assay that simultaneously provides pooled results

on high-risk genotypes and individual results on the highest
risk genotypes, HPV16 and HPV18
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HPV DNA Hi Risk Genotype

Other High Risk HPV Type Negative Negative
it & i 3x -
Other High Risk types: HPV types 31, 33, 35, 39, 45, 51, 52, 56. 58, 359,
66 and 68 DNA

Positive (#): ZTMMB Lyj4x—& $M High Risk types
Negative (-): &K £ KMAMH Ly4E—& $ M High Risk typesi &R &
IR RSN E &) 1]

HPYV Type 16 Negative Negative
AW
Positive (+): & 7R %] AMMIL X% HF%8kType 16
Negative (=): ZFRAMNE AR A FHRE A BMREENRNEHAN

HPV Type 18 Negative Negative

M &I
Positive (+): & 7 B AR5 & Type 18
Negative (-):&ﬁ*ﬂﬂﬁkﬁ%ﬁﬁ#ﬂ&&%aﬁ.i&&f&%iﬂiﬁf:ﬂﬂ{l

Method:Roche Cobas 4800 HPV Test
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&g 241
2. HPV DNA (HPV High Risk Panel Plus Genotyping)3k &£ & F1H > M A EZMAM LN A TF
#5278 B Human Papillomavirus DNA > HPV DNA High Risk Panel Plus Genotyping 16/18 » HPV-HR
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3¥ > 125% cobas PCR Cell Collection Media 2 PreservCyt solution P o jE B A8 18
2% (2 BRC E R ABE) TR ST R AR ER -

(2) 1% F 2 38 4% 7% %) Replen 3t LA SurePath Preservative Fluid W 4 ¥ 8% € 3% 45 2 PE oY
X o
(20144 pr#2% B 4% p.209)
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Use of HPV Genotyping to Manage HPV HR * Positive / Cytology Negative

Women 30 Years and Older

HFPV HR FPositive / Cytology Negative

re N

HPV 16 /18 (+) HPV 16/18 (-)

y

@ 12 months

Repeat BEOTH cytology and HR HPV test

\

Both negative

Cytology negative

HFPV [+)
v | !
Routine
Colposcopy screening Colposcopy
@ 3 years

ASC P

Copyright 2004, 2009 American Sociefy for Colposcopy and Cervical Pathology. AN righfs reserved.

Y

Cytology abnormal
any HPV result

\_‘_“

Manage per
ASCCP Guideline

* Test that defects any of the 14 high-risk
foncogenic) types of HPV
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the equation every ; Q
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