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On April 24, 2014, the FDA 

approved use of the Cobas HPV 

test for primary screening for 

cervical cancer.



Algorithm for Primary HPV Screening     
Modified from SGO ASCCP Interim Guidance  Huh et al Gynecol Oncol 2015
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In October 2017, The U.S.P.S.T.F.  distributed a draft 
recommendation for comment

“…The USPSTF recommends 

either screening with cervical 

cytology alone or every 5 years 

with high risk human 

papillomavirus (hrHPV) testing 

alone in women ages 30 – 65.”



Professional organizations 

responded to the USPSTF’s 

request for comment

“…we urge the USPSTF to 

retain 5 year co-testing as a 

screening option for women 

aged 30-65 and to strongly 

consider a shorter interval for 

primary hrHPV screening.”



What were their concerns?   1) Availability of FDA-
Approved hrHPV Test for Primary Screening

• There are four FDA approved HPV tests available in the U.S.
• All have different test characteristics

• Only one, Roche’s Cobas 4800 HPV test has been clinically validated 
for primary screening and is FDA approved for primary screening.

• The FDA approved algorithm relies on HPV 16/18 genotyping
• HPV 16/18 genotyping can be reflexed on Cervista

• HPV 16/18 genotyping is not available on HC2

• Aptima E6/E7 mRNA test can be reflexed to HPV 16 and HPV 18/45.
• How does HPV 45 fit in the FDA approved algorithm?

• How does mRNA fit in the FDA approved algorithm?



What were their concerns?    2) Decreased detection 
by hrHPV compared with co-testing.

Cotesting provides a small but 

significantly greater protection 

from  CIN 3+ than HPV alone. 

The cumulative risk 4 years after 

negative HPV test is about 

equivalent to that of a negative 

cotest at 5 years. 
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What were their concerns?   3) Lack of U.S. Validation 
Studies

• There is no primary HPV screening trial with a second round 
of testing at 5 years.
• The ATHENA Trial, on which Roche’s FDA approval is based, 

stopped at 3 years.

• POBSCAM from Holland used a 5 year interval, but it was a test of 
cotesting vs cytology, not primary HPV testing, and it was done in 
a country with a formal screening program, unlike opportunistic 
screening in the U.S.



“… without prospective U.S.-based validation, 
available data are insufficient to justify extending 
the interval for primary hrHPV screening to 5 
years.”

Haywood L Brown, MD President ACOG
Anna Barbara Moscicki, MD, President ASCCP
Laurel W. Rice, MD, President SGO
Letter to U.S. Preventive Services Task Force Oct 9, 2017

ASCCP, ACOG, and SGO concluded their 

comments to USPSTF:



Concern was raised a few years ago over the risk that cancer 

rates in the U.S. would increase by change from q 3 year 

cotesting to the current q 5 year cotesting interval.   Surely 

maintaining that 5 year interval, while eliminating one of the 

two tests would risk even more cancers!



Concern was raised a few years ago over the risk of increasing 

cancer rates in the U.S. by switching from q 3 year cotesting to 

the current q 5 year cotesting interval.   Surely maintaining that 

5 year interval, while eliminating one of the two tests would risk 

even more cancers!

Note that the authors include two past 

and one future ASCCP presidents and 

one ACOG president.


