
Now, 3 clinically validated tests bring greater diagnostic certainty
The molecular and biomarker-based tests in the Roche Cervical Cancer Portfolio bring greater diagnostic 
certainty to cervical cancer screening so the results you provide can guide clinicians and women along each 
step, removing ambiguity that can arise in current testing approaches.

if she has cervical precancer

Only the Roche Cervical Cancer Portfolio covers the entire spectrum 
of screening, triage, and diagnostic solutions
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CINtec® Histology (p16) was clinically validated by the CERTAIN Study
The CERTAIN (CERvical Tissue AdjunctIve  
aNalysis) Study is one of the largest, most  
rigorous immunohistochemistry (IHC)  
clinical studies.

Global standard of care 
CAP (College of the American Pathologists), the ASCCP 
(American Society for Colposcopy and Cervical Pathology), 
and WHO (World Health Organization) recommend the 
adjunctive use of p16 IHC in evaluation of cervical biopsies. 
Use of CINtec Histology is supported by >100 peer-
reviewed publications.1,2

US 510(k) IVD 
The CINtec Histology test is the only US  
510(k) p16 biomarker test for clinical use in  
the evaluation of cervical biopsy specimens.

CINtec Histology adds objectivity to cervical biopsy interpretation to help  
pathologists make informed diagnoses
The CINtec Histology test is the only US 510(k)  
p16 biomarker test for clinical use in the evaluation  
of cervical biopsy specimens.

Use CINtec Histology (p16) for improved diagnostic agreement and consistency 
To learn more, visit go.roche.com/cervicalsolutions

38,500
interpretations

1,100
biopsies

70 individual 
surgical pathologists

3 globally
recognized expert 
gynecopathologists

≥99%
acceptability 
for:

• staining
• morphology
• background

100 biopsies with disease 100 biopsies with disease

Add CINtec
Histology

73 
diagnosed 
using H&E 

alone

85 
diagnosed 
using H&E 
+CINtec
Histology

43.1%
decrease 
in false-negative
high-grade results3

https://urldefense.com/v3/__http:/go.roche.com/cervicalsolutions__;!!OR9aRoiw!ZDLh7Xty6wdGfjWv6kakFuw5-F_f-nzeOVCEvU3ZqmCWTv3XdvFyMlxrxqJoolUsew$

