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BACKGROUND AND OBJECTIVES

➢ The development of innovative targeted therapies in oncology has significantly improved
the survival and quality of life of cancer patients [1].

➢ In a limited-resource system such as that of the National Health Service, the introduction
of targeted therapy, characterized by high costs, made it necessary to balance the
innovation with prescriptive appropriateness and economic sustainability [2].

➢ In this context, the identification of patients eligible to targeted therapies represents a
key factor for ensuring such balance.

➢ The aim of the present study was to evaluate the possibility of identifying metastatic
colorectal cancer (mCRC) patients carrying BRAF gene mutation, potentially eligible to
targeted therapy, by linking administrative and pathological anatomy databases.
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METHODS 
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A retrospective study was conducted across 2013-2019 in a sample of Italian Entities, using the
data-linkage between administrative and pathological anatomy (PA) databases.

“The integration of administrative datasets makes it possible to represent the patient's entire clinical history and not just individual prescriptions.

The analyzes were conducted on exclusively anonymous data in full compliance with privacy regulations. Clicon s.r.l. has obtained the approval as

per legislation by all the Ethics Committees to analyze these data. The results are exclusively in aggregated form and never attributable to a single

institution, department, doctor, individual, or individual prescribing behaviors. The study was conducted in full compliance with current legislation for

retrospective studies."



METHODS
FLOWCHART OF STUDY POPULATION SELECTION

* Data were reported per million of health-assisted individuals
# The metastasis diagnosis was evaluated both at CRC diagnosis and during the follow-up 

Health assisted individuals* 
(inclusion period 2013-2019)

Pts with METASTASIS (mCRC)#
(with al least one hospitalization, ICD-9-CM codes: 196-197-198) 

HOSPITALIZATION DB 

Pts with diagnosis of COLORECTAL CANCER (CRC)
(with al least one hospitalization, ICD-9-CM codes: 153-154)

Pts with BRAF TESTING RESULTS 
(PA report of BRAF test)

PATHOLOGICAL ANATOMY DB 

Patients potentially eligible 
for targeted therapy

Pts with BRAF TESTING
(with a prescription of BRAF genetic test, procedure codes:  

91.30.3, 91.36.5, 91.29.3, 91.29.4) 

Pts carrying BRAF mutation (BRAF+) 
(confirmation of BRAF gene mutation)

Pts in SECOND LINE
(with a previous

prescription for systematic
therapies for mCRC)

PHARMACEUTICAL DB 

SPECIALISTIC TEST/VISITS  DB 



RESULTS
ESTIMATION OF PATIENTS WITH mCRC CARRYING BRAF MUTATION POTENTIALLY 
ELIGIBLE FOR THE "TARGETED THERAPY"

Health assisted individuals
N=1,000,000

Patients with mCRC BRAF+ and 
potentially eligible for 

“targeted therapy”
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*AIRTUM, Associazione Italiana Registri Tumori:

Pts with METASTASIS (mCRC)#

N=1,818 (39%)

39% (N=1,818) of patients had at least one metastasis; therefore, they were identified as
mCRC; these results were consistent with those available in the literature (i.e., about 20-
35% of patients with CRC present metastases at diagnosis) [2,3].

Pts with BRAF TESTING

N=915 (50%)

50% (N=915) of mCRC patients had an outpatient prescription for the BRAF test. These data
suggests a discrepancy between the clinical practice and guidelines, which recommend the
genetic testing in all patients with mCRC [4].

Pts carrying BRAF mutation
(BRAF+) 

N=107 (14%)

The BRAF gene mutation was confirmed in 107 patients (equal to 14% of patients with the BRAF test
reported); this result is in line with the published work (i.e., approximately 10% of patients with mCRC
have mutations in the BRAF gene) [4].

Around 38% of patients (N=40) were estimated with a previous systemic line for mCRC.

Pts with diagnosis of COLORECTAL CANCER (CRC)

N=4,666 (0.5%)

Overall, 4,666 CRC patients were identified, with an incidence (2019) estimated of
0.7/1,000 of health-assisted individuals [in line with epidemiological available data
from AIRTUM* (0.8/1,000 of health-assisted individuals, in 2019)][1].
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Pts with BRAF TESTING RESULTS 
N=765 (83%)

After the data-linkage between administrative and PA databases, 83% (N=765) of patients with
BRAF test prescription performed the test (with a PA report available).

PATHOLOGICAL

ANATOMY DB

Pts in SECOND LINE
N= 41 (38%)

PHARMACEUTICAL DB



CONCLUSIONS
TAKE-HOME MESSAGE

The analysis of real-world data allowed to estimate the quote of patients potentially eligible for
targeted therapy in the clinical practice setting.

The epidemiologic scenario reported in our analysis showed an annual incidence of CRC in Italy of 
0.7/1,000 health-assisted individuals and around 40% of metastatic patients, consistently with 
published available literature, suggesting that our methodology could be a supportive tool to 
identify eligible patients for targeted therapy. 

Furthermore, the use of the pathological anatomy flow would allow to identify and quantify 
patients with a specific genetic profile required to access to innovative therapies, thus enabling to 
estimate health-costs and to plan the pharmaceutical expenditure in a perspective of economic 
sustainability.
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