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Identikit del paziente da trattare?



1. Compliante, aderente, puntuale, HIV-RNA non rilevato 
persistentemente, no fallimenti, da molti anni in f-up ?

2. Aderenza <90%, alcuni blip viremici, con o senza fallimenti 
virologici, da molti anni in f-up ma sempre irregolare, 
attualmente <50 copie/mL da oltre 12 mesi?

Identikit del paziente da trattare?



Tutti e 2 i profili sono nel «bugiardino»

• Devo tenere conto ancora di qualcosa?

Review of patient historyPatient interest

/ Patients interested in injectables and less-
frequent dosing

/ An alternative for those with challenges on daily 
oral therapy 

/ Patients who are able to adhere 
to and agree to required every 
2-month appointments

/ Patients who are adherent to:
/ Oral medication
/ Lab-testing requirements
/ Appointments

/ Screening out patients with behavioral health 
and substance abuse issues



1. Compliante, aderente, puntuale, HIV-RNA non rilevato 
persistentemente, no fallimenti, da molti anni in f-up ?

2. Aderenza <90%, alcuni blip viremici, senza fallimenti 
virologici, da molti anni in f-up ma sempre irregolare?

Identikit del paziente da trattare?



Long-acting cabotegravir and rilpivirine for HIV-1 suppression: 
switch to 2-monthly dosing after 5 years of daily oral therapy 

AIDS 2022, Vol 36 No 2

POLAR (NCT03639311) 









1. Compliante, aderente, puntuale, HIV-RNA non rilevato 
persistentemente, no fallimenti, da molti anni in f-up ?

2. Aderenza <90%, alcuni blip viremici, senza fallimenti 
virologici, da molti anni in f-up ma sempre irregolare?

Identikit del paziente da trattare?

RISPOSTA: SI



La mia esperienza in questo setting
1. Compliante, aderente, puntuale, HIV-RNA non rilevata 

persistentemente, no fallimenti, da molti anni in f-up





15 giorni dopo



Ma quando non è più il singolo?

Cosa abbiamo imparato dalla pratica clinica?
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*Interim analysis will be conducted approximately after the 4th monthly facilitation call interim interviews 
have been completed with site staff. Completed Month 4 surveys from patient will also be included
BL, baseline

1. CUSTOMIZE (209493). Available at: https://clinicaltrials.gov/ct2/show/NCT04001803 (accessed Dec 2020)
2. Czarnogorski M, et al. AIDS 2020. Poster LBPEE42 

CUSTOMIZE study design
CUSTOMIZE is a phase IIIb, hybrid III§ implementation-effectiveness study that examined barriers to, facilitators of, and effective
strategies for successful implementation of the monthly CAB + RPV LA injectable regimen in US1,2 clinical practice settings

§ Hybrid type III means 80% implementation outcomes + 20% effectiveness outcomes

Healthcare staff (including physicians,
nurses/injectors, and front desk
staff/administrators) from 8 US clinics
completed surveys and interviews at
baseline, Month 4, and Month 12

Virologically suppressed PLHIV
received monthly CAB + RPV LA
injections after a 1-month oral lead-in of
CAB and RPV
• Patient participants completed

surveys at baseline, Month 4, and
Month 12
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*CUSTOMIZE toolkit consists of CAB + RPV LA factsheet and injection video and web-based treatment 
planner for HCPs; hot and cold packs, injection flash card, FAQ, and ‘What to expect’ video for patients; 
patient reminder system for both HCPs and patients
CQI, continuous quality improvement, SDM, services delivery meeting; US, United States

1. CUSTOMIZE (209493). Available at: https://clinicaltrials.gov/ct2/show/NCT04001803 (accessed Dec 2020)

CUSTOMIZE: to inform the clinic and patient journey for 
implementation of monthly CAB + RPV LA

CUSTOMIZE1,2

Clinical sites
8

Patients
~135

Staff
24

Sites/staff to receive 
a toolkit* and monthly 
facilitation calls

Sites allowed to choose 
how they will implement 
CAB + RPV LA delivery 
in their clinical settings

US

Dallas, TX
(FQHC)

Sacramento, CA
(HMO)

Miami, FL
(AHF)

Jacksonville, FL
(university)

Detroit, MI
(private practice)

Atlanta, GA
(private practice)

Jackson, MS
(university)

Kansas City, MO
(FQHC)

Healthcare staff and participants enrolled in CUSTOMIZE
were from 5 different clinic types in 8 cities across the
United States

Czarnogorski et al. IAS 2021; Virtual. Slides OAD0705. N
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As perceived by healthcare staff, all barriers to implementation
substantially decreased by Month 12 except for patient
injection/soreness

18

CAB, cabotegravir; LA, long-acting; RPV, rilpivirine. 
Each bar represents the proportion of healthcare staff who agreed or completely agreed that the item was a barrier. 

Perceived Barriers to Implementation Among 
Healthcare Staff Decreased over time

Czarnogorski et al. IAS 2021; Virtual. Slides OAD0705.
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Patient injection/soreness

Management of patients with
other needs

Patients failing CAB + RPV LA
due to missed dose/visit

Rescheduling missed injections

Staff resourcing for clinic flow

Flagging/Awareness of
missed visits

Patient transportation for
monthly appointment

Patient ability to keep
monthly appointment

Proportion of healthcare staff, %
Baseline (N=26) Month 4 (N=24) Month 12 (N=23)

Participants Reported Fewer Concerns
Compared With Healthcare Staff

• Participants reported fewer factors interfering with
their ability to receive CAB + RPV LA injections
compared with healthcare staff perceptions

• The factor most reported as interfering with participants’
ability to receive injections was injection pain or soreness
(15%)
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Virologic Outcomes at Month 12 (FDA Snapshot Algorithm)

Virologic Outcomes 
• At Month 12, 88% (101/115) of participants maintained virologic suppression (HIV-1 RNA <50 c/mL), and no

participants had HIV-1 RNA ≥50 c/mL
• 1 participant with missing data in the Month 12 window, due to COVID-19, maintained HIV-1 RNA <50 c/mL at all

visits through Month 10 and remained undetectable at an unscheduled visit at Month 13
• No confirmed virologic failures (2 consecutive HIV-1 RNA measurements ≥200 c/mL) occurred through Month 12

• Sinclair et al. IAS 2021  PED416



SUPERARE LA DIFFIDENZA DEGLI 
OPERATORI



1. Compliante, aderente, puntuale, HIV-RNA 
persistentemente non rilevabile, no fallimenti

2. Aderenza <90%, alcuni blip viremici, con o senza 
fallimenti virologici, da molti anni in f-up ma NON 
sempre regolare, attualmente <50 copie/mL da oltre 12 
mesi?

Identikit del paziente da trattare?



Teoria





Results

• Overall, of the 4103 patients currently on follow-up in the ARCA database,
• 1883 PWH were selected. Furthermore, we excluded people having NNRTI 

or INSTI mutations
• Therefore, 1641 (39.9%) patients met the eligibility criteria for treatment 

with long- acting CAB/RPV. 



Request programmes supported by ViiV Healthcare (for cabotegravir) and Janssen (for rilpivirine) 

HIV MEDICINE, 2022

PRATICA



35 totali
20 donne
11 MTCT
23 AIDS

PRIMA MOTIVAZIONE:
Psicologica



28/35 entrati con HIV RNA >50 copie/mL
11 di questi con HIV RNA >100.000 copie/mL

SOLO 16 (35%) HIVRNA <50 copie/mL



Esperienza nei primi PLWHIV-CMIGE
• Uomo, 60aa, MSM, diagnosi 2012, NNRTI-STR, HIV RNA <50 copie/ml da oltre 10 anni, CD4+ 

>500 cell/mmc
• Donna di 40aa, diagnosi Marzo 2020, INSTI-STR
• Uomo di 34 aa, MTCT, NNRTI-STR, HIV RNA <50 copie/ml da oltre 20 anni, CD4+ >500 

cell/mmc
• Donna di 52aa, madre del 3, NNRTI-STR, HIV RNA <50 copie/ml da oltre 20 anni, CD4+ >500 

cell/mmc
• Donna di 46aa, NNRTI-STR, HIV RNA <50 copie/ml da oltre 10 anni, CD4+ >500 cell/mmc
• Donna, di 39 aa, diagnosi 2012, NNRTI-STR, HIV RNA <50 copie/ml da oltre 10 anni, CD4+ 

>500 cell/mmc
• Uomo, di 55aa, diagnosi 2011, NNRTI-STR, HIV RNA <50 copie/ml da oltre 10 anni, CD4+ 

>500 cell/mmc
• Uomo di 45aa, MSM, diagnosi 2008, DTG/RPV, HIV RNA <50 copie/ml da oltre 10 anni, CD4+ 

>500 cell/mmc

CMIGE2022



•Rispettare indicazioni
•Discutere con tutti i PLH eleggibili
•Superare ostacoli team medico-infermiere

Identikit del paziente da trattare?



www.reteligurehiv.it

UNIVERSITA DEGLI STUDI DI GENOVA
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