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2019-2021 EVOLUTION OF PICC-PORT IN ITALY

2019 — 3 Regions with 2021 — 12 Regions with
hospitals implanting hospitals implanting
PICC-PORT PICC-PORT

Only 1 Institution with , ™ 7 Institutions with
© nurse based acitivity a’ 9( O nurse based acitivity

2021 ESTIMATED PICC-PORT SALES IN ITALY A +25% ON YEAR BASIS
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TIPOLOGIA DI STUDIO

- STUDIO DI COORTE RETROSPETTIVO
- PERIODO DI ACCRUAL (09-2015 a 09-2020)
* FOLLOW-UP MINIMO 12MESI ( ESCLUSE RIMOZIONI)

ENDPOINT PRIMARIO ENDPOINTS SECONDARI

Complicanze severe con Complicanze senza rimozione del
rimozione del PICC-port PICC-port
( SAE) (TAE)




PICC-PORT 5F PUR

B MedComp-Dignity O PlaniHealth Mini-Max
O Perouse-Vygon-Picc-port B B-Braun-arm Port




PATIENT'S ACCRUAL BY CENTER

OAVIANO OROMA mFIRENZE OGENOVA BFOGGIA




PATIENTS'CHARACTERISTICS [ [ n__ |

I
TOTAL N°
MEAN AGE (RANGE) 53.9 (12-91)

. ] male

female

REASON FOR IMPLANT

ast cancer

Colon cancer
Head and neck

cancer

DN Lung cancer

Ovarian cancer
Miscellaneous cancer
Non cancer disease

2 1542

_ Local anesthesia
_ Intravenous sedation
I e tip location
_ X-ray/US tip location
_ Subcutaneous tunnel




POSTOPERATIVE TRANSIENT ADVERSE | SERIOUS ADVERSE
COMPLICATIONS EVENTS EVENTS

nO

Local infection 24 0.5
CRBSI 2

Chamber flip 0.09
Cardiac arrhythmia 0.07

Subcutaneous abnormal 0.04
reaction '

904 202

CRT = Catheter related thrombosis; CRBSI =Catheter related bloodstream infection; VAS= Visual analogue scale
Table Il : Frequency of transient postoperative adverse events(TAE) and severe adverse events (SAE) with Picc-Port removal of the 4480 implanted devices.

Unpaired wound healing 10 0.2




LATE TRANSIENTADVERSE SERIOUS ADVERSE
COMPLICATIONS EVENTS EVENTS
- s % n* %

Skin decubitus and reservoir 4 0.1 4 0.1

exposition

tip malposition
0.1
0.1

Cardiac arrhythmia 0.1

CRT= Catheter related thrombosis; PWO=Persistent withdrawal occlusion; CRBS = Catheter related bloodstream infection
Table Ill. Frequency of AE(n adverse events) and SAE (serious adverse events) with Picc-Port removal of the 4480 implanted devices.




DISTRIBUZIONE EVENTI AVVERSI SEVERI GLOBALI CON
RIMOZIONE PICC-PORT
Analisi incidenza % SAE e rimozione per singoli centri

AVIANO 7 (1.7)
FRENZE 294 6 (1.7)

FOGGIA 1342 17 (1.3)
GENOVA 642 7 (1.1)

ROMA 1781 15 (0.8)




PERCENTAGE %

KAPLAN-MEIER CURVE FOR OVERALL TOTALLY IMPLANTABLE PICC-PORT

CATHETER SURVIVAL FREE FROM FAILURE
The proportion of patients without device failure was 98.8% (95%CI, 95-99%).

o
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TIME TO PICC-PORT FAILURE (days)

The majority of PICC-ports
(n=3608; 82.1%) were removed
because end of use, and not for
complications




PRINCIPALI RISCONTRI CLINICI DI RILIEVO

1- LACRT SI E' VERIFICATA IN 93 CASI (2.1%) CON UNA SOLA RIMOZIONE
RESASI NECESSARIA ( 0.02%)

2- LE INFEZIONI GLOBALI (CRBSI+LOCALI) SI SONO VERIFICATE IN
64 CASI (1.4%) CON 33 CASI (0.7%) DI RIMOZIONE DEL DISPOSITIVO

3-COMPLICANZE CUTANEE O RELATIVE ALLA TASCA SI SONO VERIFICATE
IN 14 CASI (0.3%) CON 5 CASI (0.1%) DI RIMOZIONE DEL DISPOSITIVO




CONCLUSIONI DELLO STUDIO GAVeCELT

* Il Picc-port € un presidio efficace e sicuro per tutti i pazienti anche
non oncologici

 Impianto non invasivo, veloce e con poche complicanze maggiori

* |l tasso di rimozioni, in caso di complicanze tardive,
sovrapponibile e forse anche inferiore a quello dei trad|2|onaI| port
toracici (in corso studi di confront tra | due presidi)

« Ottima accettazione da parte dei pazienti eQoL
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